
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
REGION4 

UNITED PARCEL SERVICE 

Mr. Christopher Sebley 
Zoetis 
1040 Swabia Court 
Durham, North Carolina 27703 

ATLANTA FEDERAL CENTER 
61 FORSYTH STREET 

ATLANTA, GEORGIA 30303-8960 

AUG 132018 

Re: Case No: FIFRA-04-2018-3257 
Stop Sale, Use, or Removal Order 

Dear Mr. Sebley: 

Enclosed is a Stop Sale, Use or Removal Order (SSURO) that the U.S. Environmental Protection 
Agency is issuing to Zoetis pursuant to the authority set forth in Section 13 of the Federal Insecticide, 
Fungicide and Rodenticide Act as amended (FIFRA), 7 U.S.C.§ 136k. This SSURO shall become 
effective immediately. 

This SSURO is being issued for: (1) 1,152 cases of the misbranded imported pesticide product Inovotabs 
(EPA Reg. No. 71847-3-1007) that wereshipped as identified in the U.S. Customs and Border Protection 
(CBP) Automated Commercial Environment (ACE) Data Processing System received by the EPA 
Region 4 on May 1, 2018, under Entry Number UI6-10064192; (2) 1,200 cases of the misbranded 
imported pesticide product Inovotabs (EPA Reg. No. 71847-3-1007) that were shipped as identified in 
the CBP ACE Data Processing System received by the EPA Region 4 on July 29, 2018, under Entry 
Number UI6-10084042. 

The SSURO prohibits all further sale and distribution of the imported pesticide product Inovotabs until 
the EPA vacates the SSURO in writing. The cases of Inovotabs should be moved to Contrapac, Inc. 
located at 675 Great Southwest Parkway, Atlanta, Georgia 30336 as instructed in the SSURO for 
relabeling. Please take notice that any violation of the terms or provisions of the SSURO may result in 
imposition of civil or criminal penalties as prescribed in Section 14 of FIFRA, 7 U.S.C. § 1361. Also, a 
civil penalty ofup to $19,446 for each violation that is the subject ofthis SSURO may be assessed for 
violations of FIFRA. Prior to the assessment of any penalty, however, Zoetis will be given the 
opportunity to request a hearing and/or provide information that may mitigate any penalty amount. 

Please contact Kimberly Tomczak of the EPA Region 4 staff, the Case Development Officer (CDO) for 
this case, at (404) 562-8987 or via email at tomczak.kimberly@epa.gov within iO days of receipt of this 
SSURO. At that time, Zoetis should indicate what actions will be taken to ensure that the product is not 
released for sale or distribution. 

The EPA developed an information sheet entitled "U.S. EPA Small Business Resources" to help small 
businesses understand federal and state environmental laws and rights under the Small Business 
Regulatory Enforcement Fairness Act. The information sheet can be found on the internet at: 
https://www.epa.gov/sites/production/files/2017-06/documents/smallbusinessinfo. pdf. 

Internet Address (UAL) • http://www.epa.gov 
Recycled/Recyclable • Printed with Vegetable Oil Based Inks on Recycled Paper (Minimum 30% Postconsumer) 



UNITED STATES 
ENVIRONMENTAL PROTECTION AGENCY 

REGION 4 

IN THE MATTER OF: ) 
) 
) 
) 
) 

STOP SALE, USE, OR 
REMOVAL ORDER 

Zoetis 
FIFRA-04-2018-3257 

Respondent. 

I. AUTHORITIES AND BACKGROUND 

1. Section 13(a) of the Federal Insecticide, Fungicide and Rodenticide Act, as amended 

(FIFRA), 7 U.S.C. § 136k(a), authorizes the Administrator of the U.S. Environmental 

Protection Agency to issue an order prohibiting the sale, use, or removal of any pesticide 

or device by any person who owns, controls, or has custody of such pesticide or device 

whenever there is reason to believe that such pesticide or device is in violation of any 

provision of FIFRA, or the pesticide or device has been or is intended to be distributed or 

sold in violation of any provision of FIFRA. The Administrator of the EPA has delegated 

this authority under FIFRA to the Regional Administrators by the EPA Delegation 5-12. 

The Regional Administrator, Region 4, has redelegated this authority to the Director of 

the Air, Pesticides and Toxics Management Division by the EPA, Region 4, Delegation 

5-12. Pursuant to these delegations, the Director of the Air, Pesticides and Toxics 

Management Division has the authority to issue a Stop Sale, Use or Removal Order 

(SSURO) in this matter. 

2. This SSURO is being issued to Zoetis, a privately held company with its principal place 

of business located at 10 Sylvan Way, Number 105, Parsippany, New Jersey 07054 

(hereinafter Zoetis or Respondent). 



3. On or around April 30, 2018, the licensed customs broker American Cargo Express, Inc. 

(American) submitted entry documents via the U.S. Customs and Border Protection 

(CBP) Automated Commercial Environment (ACE) Data Processing System on behalf of 

Medentech for the importation of one shipment of the pesticide product Inovotabs (BP A 

Reg. No. 71847-3-1007) which contained a total of one thousand two hundred (1,200) 

cases, each case weighing 23 .2 pounds. The Importer of Record in this matter is 

Medentech, a business located at Whitemill Industrial Estate, Wexford, Ireland. 

4. The information provided to the EPA Region 4 through the CBP ACE System indicated 

that the shipment of Inovotabs was scheduled to arrive at the Port of Charleston, South 

Carolina on April 27, 2018. 

5. After reviewing the ACE entry, the EPA asked Medentech and American on May 1, 

2018, to upload into the ACE system a legible copy of the label that was affixed to the 

1,200 cases of the Inovotab pesticide product. American uploaded the label, and on May 

11, 2018, the EPA reviewed the ACE entry a final time and determined that the label 

uploaded by American, which American had represented to be the label on the product 

cases, included incorrect information that was not compliant with the EPA master label 

for the product. 

6. Pursuant to 40 C.F.R. §§ 156.IO(a)(S) and 156.IO(f) (Labeling Requirements), every 

pesticide product must bear a label containing the information required by FIFRA and the 

regulations including, but not limited to, the product's EPA registration number, the 

producing establishment's EPA establishment number, directions for use, precautionary 

language and the storage and disposal information. 

Zoetis 
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7. On April 11, 2018, the EPA Region 4 informed American by email that the label 

submitted for the Inovotabs pesticide product being imported by Medentech did not 

correspond with the pesticide's most current EPA-approved pesticide master label. More 

specifically, the statement under the Brand Name of Product "Iriovotabs Effervescent 

Tablets Only for use with Embrex in ovo vaccination devices" did not match the master 

label. The statement indicates that Ino~otabs is to be used with a pesticide device, 

however, Inovotabs was not registered with the EPA to be used with a "vaccination 

device." In addition, the label did not include the statement "You may also contact [1-

800-420-9236] for emergency medical treatment information." 

8. The term "misbranded" as defined by Section 2(q) ofFIFRA, 7 U.S.C. § 136 (q), includes 

labeling [which] bears any statement, design, or graphic representation relative thereto or 

to its ingredients which is false or misleading in any particular. 

9. Because the cases of Inovotabs pesticide product are misbranded, the EPA denied the 

shipment and emailed a Notice of Refusal of Admission to Medentech and American that 

declined to allow the misbranded pesticide to be used, sold or distributed in the United 

States. 

10. Pursuant to 19 C.F.R. § 12.112, the EPA is required to complete the ACE entry, 

indicating to CBP the disposition to be made of the shipment of pesticides upon its arrival 

in the United States. Based on the EPA's determination that the 1,200 cases are 

misbranded as described above, the EPA gave the shipment a Hold Intact status through 

the ACE System on May 15, 2018. 

11. The "distribution or sale" of any pesticide which is misbranded is an unlawful act as 

Zoetis 

pursuant to Section 12(a)(l)(E) ofFIFRA, 7 U.S.C. § 136j(a)(l)(E). 

3 
Stop Sale, Use, or Removal Order 
FIFRA-04-2018-3257 



12. The term "to distribute or sell" as defined by Section 2(gg) ofFIFRA, 7 U.S.C. § I36(gg) 

and 40 C.F.R. § 152.3, includes to distribute, sell, offer for sale, hold for distribution, 

hold for sale, hold for shipment, ship, deliver for shipment, or "release for shipment". 

13. On July 2, 2018, Zoetis, a customer of the importer Medentech, emailed the EPA 

advising the EPA that the Inovotabs cases had been transported to Zoetis' s facility in 

Marietta, Georgia, on May 15, 2018, and that 48 of the 1,200 cases had been shipped out 

to an end-use customer. Zoetis further advised that the remainder of the product cases, 

totaling 1,152 cases, were currently being held at the Zoetis Marietta Logistics Center 

located at 1950 West Oak Circle, Marietta, Georgia. Zoetis requested that it be allowed to 

re-label the 1,152 cases through the issuance of a SSURO, and that the relabeling would 

be conducted at Contrapac, Inc., an EPA-registered establishment (EPA Establishment 

Number 52270-GA-001), located at 675 Great Southwest Parkway, Atlanta, Georgia 

30336. 

14. On August 3, 2018, the licensed customs broker American submitted entry documents via 

the CBP's ACE Data Processing System on behalf of Medentech for the importation of 

one shipment of the pesticide product Inovotabs (EPA Reg. No. 71847-3-1007) which 

contained a total of one thousand two hundred (1,200) cases, each case weighing 4.81 

kilograms. The Importer of Record in this matter is also Medentech. 

15. The information provided to the EPA Region 4 through the CBP ACE System indicated 

that the shipment of Inovotabs was scheduled to arrive at the Port of Atlanta on July 29, 

2018. On August 8, 2018, American notified the EPA the shipment is located at the Port 

of Charleston and not the Port of Atlanta. 
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16. After reviewing the ACE entry, the EPA asked Medentech and American on August 3, 

2018, to upload into the ACE system a legible copy of the label that was affixed to the 

1,200 cases of the Inovotab pesticide product. On August 3, 2018, American uploaded the 

label but the EPA notified American by email that it was not a full label. On August 7, 

2018, the EPA asked American to upload the full label, and on August 8, 2018, the EPA 

reviewed the ACE entry and determined that the label uploaded by American, which 

American had represented to be the label on the product cases, included incorrect 

information that was not compliant with the EPA master label for the product. 

17. On August 9, 2018, the EPA Region 4 informed American by email that the label 

submitted for the Inovotabs pesticide product being imported by Medentech did not 

correspond with the pesticide's most current EPA-approved pesticide tnaster label. On 

August 10, 2018, the EPA Region 4 informed American and Medentech that under the 

Step by Step Inovotabs Mixing Directions, the label does not contain step number 11, 

"Twist close plastic bag and close lid firmly after withdrawing tablets from container." In 

addition, the outer carton label does not make reference to the full tub label and contains 

the sentence "Contains: Anhydrous Sodium Dichloroisocyanurate ... CAS NO. 2893-78-

9" which is not on the master label. 

18. Pursuant to 19 C.F.R. § 12.112, the EPA is required to complete the ACE entry, 

indicating to CBP the disposition to be made of the shipment of pesticides upon its arrival 

in the United States. Based on the EPA's determination that the 1,200 cases are 

misbranded as described above, the EPA gave the shipment a Hold Intact status through 

the ACE System on August 10, 2018. 
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19. The 1,152 cases of pesticide product Inovotabs that were shipped to the United States by 

Medentech, which arrived on April 27, 2018, that are in the possession of Zoetis and the 

1,200 cases of pesticide product Inovotabs that were shipped to the United States by 

Medentech, which arrived on July 29, 2018, that are located at the Port of Charleston, as 

set forth in this SSURO, are misbranded and further sale or distribution of the 2,352 cases 

in the United States, including moving the product to an EPA-registered Producer 

Establishment for relabeling, by Zoetis, or Medentech or any other person, except in 

compliance with this SSURO and the requirements ofFIFRA, would violate FIFRA. 

II.ORDER 

20. Zoetis is hereby ordered NOT to distribute, sell, use or remove any of the one thousand 

one-hundred fifty-two (1,152) cases oflnovotabs from the shipment that arrived at the 

Port of Charleston on or around April 27, 2018, that are currently being held at its facility 

in Marietta, Georgia, and the twelve-hundred (1,200) cases of pesticide product Inovotabs 

that arrived at the Port of Charleston on or around July 29, 2018, that are currently located 

at the Port of Charleston south terminal, except in compliance with FIFRA, and 

specifically, in compliance with one of the two options below: 

Zoetis 

a. The misbranded cases must either be exported out of the country or destroyed 

immediately in compliance with FIFRA; 

OR 

b. 

I. 

Zoetis must take the following steps: 

The misbranded cases must be properly relabeled in accordance with 

FIFRA requirements at Contrapac, Inc. located at 675 Great Southwest 

Parkway, Atlanta, Georgia 30336 (EPA Establishment Number 52270-
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GA-001). 

11. Within 48 hours after completion of relabeling, Zoetis must submit to the 

EPA pictures of the re-labeled cases along with a certification from the 

CEO of the company or another authorized official of the company stating 

that the re-labeling has been completed and is in compliance with the 

requirements of this SSURO and FIFRA. 

m. The EPA may decide to conduct an inspection at Contrapac, Inc. to 

confirm and verify that the cases have been relabeled in compliance with 

this SSURO and FIFRA. 

21. Zoetis shall not commence any sale, use, removal or distribution of the cases of Inovotabs 

unless: (1) Zoetis is in compliance with FIFRA and has taken all the actions required in 

Section II of this SSURO; and (2) the EPA has vacated this SSURO. All 

communications, including submission of photographs and the certification required 

above, should be directed to: 

Kimberly Tomczak 
Pesticides Section 
U.S. EPA Region 4 
61 Forsyth Street S.W. 
Atlanta, Georgia 30303-8960 
tomczak.kimberly@epa.gov 
(404) 562-8987. 

22. Violation of the terms or provisions of this SSURO may subject Zoetis to civil or 

criminal penalties as prescribed in Section 14 ofFIFRA, 7 U.S.C. § 136/. 

23. The issuance of this SSURO shall not act as a waiver by the EPA of any enforcement or 

other authority available to the EPA under FIFRA. 

24. This Order shall be EFFECTIVE IMMEDIATELY upon receipt by Zoetis. 

Zoetis 
Stop Sale, Use, or Removal Order · 
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25. This SSURO shall remain in effect until the EPA vacates the SSURO in writing. 

26. The EPA may at any time amend this SSURO. 

27. Zoetis may seek judicial review of this SSURO pursuant to Section 16 of FIFRA, 

7 U.S.C. § 136n. 

Date I ' 

Zoetis 
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Director 
Air, Pesticides and Toxics Management Division 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
REGION 4 

UNITED PARCEL SERVICE 

Mr. Christopher Sebley 
Zoetis 
I 040 Swabia Court 
Durham, North Carolina 27703 

ATLANTA FEDERAL CENTER 
61 FORSYTH STREET 

ATLANTA, GEORGIA 30303-8960 

SEP 2 8 2018 

Re: Case No: FIFRA-04-2018-3257 
Amended Stop Sale, Use, or Removal Order 

Dear Mr. Sebley: 

This letter is amending the address and the establishment number of Contrapac, Inc., listed in the Stop 
Sale, Use or Removal Order (SSURO) that the U.S. Environmental Protection Agency issued on August 
13, 2018, to Zoetis pursuant to the authority set forth in Section 13 of the Federal Insecticide, Fungicide 
and Rodenticide Act as amended (FIFRA), 7 U.S.C.§ 136k. In the amended SSURO, the address and the 
EPA establishment number of Contrapac, Inc., has been changed to 5400 Bucknell Drive, Atlanta, 
Georgia 30036 (EPA Establishment Number 52770-GA-03). The enclosure is the amended SSURO, and 
is effective immediately. 

Please contact Kimberly Tomczak of the EPA Region 4 staff at (404) 562-8987, or via email at 
tomczak.kimberly@epa.gov if you have any further questions regarding this amendment. 

Enclosure 

cc: Thomas Gray 
Georgia Department of Agriculture 

Anthony G. Toney 
Chief 
Chemical Safety and Enforcement Branch 

Internet Address (URL)• http://www.epa.gov 
Recycled/Recyclable • Printed with Vegetable Oil Based Inks on Recycled Paper (Minimum 30% Postconsumer) 



UNITED STATES 
ENVIRONMENTAL PROTECTION AGENCY 

IN THE MATTER OF: ) 
) 
) 
) 
) 

AMENDMENT to 
STOP SALE, USE, OR 
REMOVAL ORDER Zoetis 

Respondent. FIFRA-04-2018-3257 _______________ ) 

1. On August 13, 2018, the U.S. Environmental Protection Agency Region 4 issued the above

captioned Stop Sale, Use, or Removal Order (SSURO) (FIFRA-04-2018-3257) to Zoetis. The 

SSURO authorized Zoetis to relabel a shipment of the misbranded pesticide product, Inovotabs 

(EPA Reg. No. 71847-3-1007), at Contrapac, Inc., an EPA-registered establishment located at 675 

Southwest Parkway, Atlanta, Georgia 30036 (EPA Establishment Number 52270-GA-001). 

2. On September 17, 2018, Zoetis' Ass~ciate Director contacted the EPA and stated that due to 

capacity issues at the Southwest Parkway Contrapac facility, Zoetis was requesting permission to 

have the relabeling take place at another Contrapac, Inc. facility located around the block at 5400 

Bucknell Drive, Atlanta, Georgia 30036 (EPA Establishment Number 52270-GA-03). 

3. Based on the foregoing, the EPA is amending the SSURO issued on August 13, 2018, as follows: 

1. The address and EPA establishment number of Contrapac, Inc., noted in paragraphs 13 and 

20 of the original SSURO as 675 Southwest Parkway, Atlanta, Georgia 30036 (EPA 

Establishment Number 52270-GA-001), are hereby changed to 5400 Bucknell Drive, 

Atlanta, Georgia 30036 (EPA Establishment Number 52770-GA-03). 

ii. All other provisions of the SSURO issued on August 13, 2018, remain in full force and effect 

until the EPA vacates the SSURO. 

· .. ~,~~·1l:t1tk/£((1h 
• I ' I 

Beverly H. Banister I t . 

Director 
Air, Pesticides and Toxics Management Division 



CERTIFICATE OF SERVICE 

I HEREBY CERTIFY THAT AN ORIGINAL OF THIS Amendment to the Stop, Sale, Use, and 

Removal Order, Docket Number: FIFRA-04-2018-3257 was sent certified mail/return requested and via 

UPS overnight mail to: 

Mr. Christopher Sebley 
Zoetis 
1040 Swabia Court 
Durham, North Carolina 27703 

Mr. Robert Caplan 
Senior Attorney 
Office of Regional Counsel 
U.S. EPA Region 4 
61 Forsyth Street, S.W. 
Atlanta, Georgia 30303 

'tSEP 2 8 Z0l8 

DATE 

(via United Parcel Service) 

(via EPA's internal mail) 

arnela A. Moultrie 
Staff Assistant 
U.S. EPA Region 4 
61 Forsyth Street, S.W. 
Atlanta, Georgia 30303 
(404) 562-9181 
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Best regards, John 

John P. Crane 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 j Cell: 269.760.1241 I john.p.crane@zoetis.com 
Visit Us: zoetis.com 

~etis 
FOR ANIMALS. FOR HEALTH. FOR YOU. 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Tuesday, October 23, 2018 3:16 PM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE: This message originates from an external source. 

Good afternoon, 

I have reached out to my Supervisor in regards to this request and will get back in touch with you as soon as I can. 

The shipment should remain where it is currently located until you hear back from the EPA Region 4 office. 

Thank you, 

Ki11ilic1·h l'rnnuak. I .1k S(w111i,1 

l S bl\1ro1Jll1('li1,il l'ru1ccl1011 .\~\'!IC\. 

l'l·,1 lCH k, Sn 1 111 

t,J l·or,,il1 SL S\\ .\1l;n;t:1. ,.\ 10:;n:; 

Phom: I() l..iii~).;<187 
l.n1;til: ·romczak.kimbcrly@cpa.go\' 

I l 

From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Monday, October 22, 2018 11:30 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
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<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Kimberly: 

My colleague Jennifer Harmer is travelling this week hence this email from me. 

The relabeling operation was commenced last week at Contrapac but it was found that the wording from the original 
label was not completely obscured by the new label, so the operation was immediately halted. 

Medentec has now decided to export the two shipments back to their facility in Ireland and relabel or repackage there. 
Please can you advise as to what is needed from EPA to allow this export (SSURO, II. ORDER, 20. (a)). I am not sure if we 
need another letter releasing these two shipments from the SSURO. 

Thank you in advance. 

John P. Crane 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 I Cell: 269.760.1241 I john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zgetis 
FOR ANIMALS. FOR HEALTH. FOR YOU. 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Harmer, Jennifer 
Sent: Thursday, October 18, 2018 11:35 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 

<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kim, 

Attached are the labels that will be used for relabeling the two shipments. 

Please do not hesitate to contact me with additional questions or concerns. 

Thanks! 
Jennifer 

Jennifer C. Harmer 
Associate Director, US Regulatory Affairs 
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Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 j jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, October 18, 2018 9:40 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE: This message originates from an external source. 

Good morning, 

Thank you for the update. Can you send me a copy of the label that you plan to use for relabeling the products? 

Thank you, 

Ki11tlwrh Trn11u;1k. Lik Scin111·,l 
t ·s Frn nr>11rnc11t;il Pm1cnioll .\'._\l'IJC\. Hn.:,io11 

Pc~lici<k~ .\cc1irn1 
(i l Fm~\ tli St. S\\ .\1b111;1. <; \ :m:\o:l 
Plt()nc: l() l.. it i2 .X'. !81· 
h 11 <ti 1: Tomczak.kimbcrly@cpa.gov 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Thursday, October 18, 2018 9:15 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Kimberly, 

In response to your questions below, please note that the re-labeling of the two shipments outlined in the SSURO is in 
progress. We anticipate that the relabeling will be completed next week. We will be in touch once the relabeling is 
complete. 

5 



Please do not hesitate to contact me with any additional questions. 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, October 17, 2018 5:43 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE: This message originates from an external source. 

Good afternoon, 

What is the status of these two shipments that are outlined in the SSURO? Have they been relabeled? 

Regards, 

Kll11liu h l'omc/.ah. Lik '°lcH·1111,i 

l .'-i Em·iro1111w11t;il l'rot1Tliu11 .\~1·11n. Hn2,1011 

l'c~l wide, Sn 11011 

(>I l·or\,tli St. ."i\\ .\1Lmt;1. < ,.\ ;;o::n:; 
l'liolll: 101..,(i'.!.WlX7 
h 11ai I: 'romczak.kimhcrly@cpa.gm· 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Thursday, September 27, 2018 5:11 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

I am writing to follow-up on the amendment to the SSURO. Do you happen to have any information on when we can 
expect to receive the amendment? 

Thanks in advance! 

Jennifer 

From: Harmer, Jennifer 
Sent: Wednesday, September 19, 2018 5:33 PM 
To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 
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Hi Kimberly, 

There is an error in the number below. The correct establishment number is 52270-GA-03 and the address is 5400 
Bucknell Drive, Atlanta, GA 30336. 

Apologies for the confusion and thanks again for your assistance. 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, September 19, 2018 4:37 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE: This message originates from an external source. 

Hi Jennifer, 

Below you state that you would like to relabel the product at EPA Est. No. 52770-GA-03. Is that the correct number? 

Thank you, 

Kimi wrh Tomu:;ik. Lik 'wic1 ll i-.,[ 
T ·.-.; bl\irrn1r11u11al l'ro1cctio11 .\:.;n1n. Hc:.;i< ,11 

Pc~lic1dc\ Sn tiun 
ti! hlr,nli St. S\\. \th11t;1. ( ,.\ :\O:\O:\ 

Plio11c: 10 l..11i'.2.81)X7 
Fir1ail: cromczak.kirnbcrly@cpa.gm 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Monday, September 17, 2018 1:44 PM 
To: Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Officer Bauman, 

Thank you for the information. I will discuss with Officer Tomczak when she returns to the office tomorrow. 

Thanks! 
Jennifer 

From: Bauman, Michael [mailto:bauman.michael@epa.gov] 
Sent: Monday, September 17, 2018 11:54 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
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Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE: This message originates from an external source. 

Good morning Ms. Harmer, 

At this time, the product's location and any manipulation of the product must remain in compliance with the SSURO that 
has been issued. Prior to the product being moved, the Stop, Sale, Use or Removal Order (SSURO) would require an 
amendment that must be signed and issued in a similar fashion with which the original SSURO was issued and under the 
same docket number. 

If you still wish request that the SSURO be amended to accommodate the change described below, please discuss the 
matter further with Ms. Tomczak when she returns to the office tomorrow .. 

Regards, 
Michael 

Michael L. Bauman, MS I Life Scientist, Pesticides Section I Chemical Safety and Enforcement Branch 
Air, Pesticides and Toxics Management Division I U.S. Environmental Protection Agency Region 4 
61 Forsyth Street, SW Atlanta, GA 30303 I Tel: 404-562-8962 I Email: bauman.michael@epa.gov 

CONFIDENTIALITY NOTICE: This message is intended exclusively for the individual(s) or entity(s) to whom or to which it is 
addressed. This communication may contain information that is proprietary, privileged, pre-decisional, confidential or 
otherwise legally exempt from disclosure. If you are not the named addressee, you are not authorized to read, print, retain, 
copy, or disseminate this message or any part ofit. If you have received this message in error, please notify the sender 
immediately by e-mail and delete all copies of the message. 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Monday, September 17, 2018 11:36 AM 
To: Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Officer Bauman, 

I just received Officer Tomczak's out of office and so am hoping you can address a question that we have regarding Case 
No. FIFRA-04-2018-3257. 

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway, 
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are 
proposing to have the relabeling take place at Contrapac's facility that is around the block from the facility cited in the 
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036 
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling 
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on 
the label. 

Can you please confirm that relabeling at this facility (EPA Establishment Number 52770-GA-03) is acceptable and 
complies with the requirements of the SSURO? 

Thanks in advance for your assistance and I look forward to hearing from you. 
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Regards, 
Jennifer 

Jennifer C. Harmer 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 I jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Harmer, Jennifer 
Sent: Monday, September 17, 2018 11:27 AM 
To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: FW: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

Happy Monday! I hope you had an enjoyable weekend. 

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway, 
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are 
proposing to have the relabeling take place at Contrapac's facility that is around the block from the facility cited in the 
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036 
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling 
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on 
the label. 

Can you please confirm that relabeling at this facility is acceptable and complies with the requirements of the SSURO? 

Thanks! 
Jennifer 

Jennifer C. Harmer 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 I jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 
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LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 

Sent: Thursday, August 30, 2018 9:09 AM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 

<ho.kahoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE: This message originates from an external source. 

Hi John, 

Other shipments of the product can be imported. The label should be in compliance of FIFRA. 

Regards, 

h.1111\wrh ·1 omuak. I.ill.· Sn\·1111-,t 

1 ·s hl\ir<llllllClil:tl l'rottTIJOII .\c;l'l . Hn~J(IJI 

l\·-,t i, ·idc-, Svcll< >ll 

bl hlr',,1!1 S1. S\\ . . \!Lillia. ( ,.\ ;:o;;o;: 
Plio11c: I() l.."i(i'..:'.X<JX7 
F111ail: 'fomczak.kimbcrly@cpa.goY 

From: Crane, John P [mailto:john.p.crane@zoetis.com] 

Sent: Thursday, August 30, 2018 9:02 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 

<ho.kanoelehua@epa.gov> 

Subject: RE: Case No. FIFRA-04-2018-3257 

Thanks Kimberly. In answer to your question, I have just had it confirmed that no we do not. 

Best regards, John 

John P. Crane 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 I Cell: 269. 760.1241 ! john.p.crane@zoetis.com 
Visit Us: zoetis.com 
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zgetis 
FOR ANIMALS. FOR HEALTH. FOR YOU. 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 30, 2018 8:04 AM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE: This message originates from an external source. 

Hi John, 

The SSURO only applies to the two shipments in the SSURO. 

Do you have another shipment that arrived in the US that contains the same misbranded product? 

Regards, 

Ki111hnh Tu111u.ak. Lik Sciu111,1 

1 ·s hl\il"<)llll!Clll;d l'roil'cllOll \:~l'II(\, Hc,~1<>11 

Pe~t 1cid( ·, Sect 1011 

lil l·,>1,11!1 '-;1. \\\ .. \1L111t;1. (; \ ;\1i\Oc\ 

l'ho11(': j() l..11j;!_x(/){; 

h11,1il: ·romczak.kimbcrly(f!\:pa.gm· 

From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Wednesday, August 29, 2018 1:30 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Dear Kimberly: 

Jennifer is on vacation this week so I contacting you. I have an update and a question. 

The update is that we have corrected the labeling and will be printing those shortly for the relabeling operation at 
Contrapac. Once completed we will be sending you the pictures plus the certification letter of compliance. 
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Regarding the SSURO (attached), please can you confirm that this only applies to the two on-hold consignments 
specified in the SSURO. I ask because we have new stock on order that will be labeled with fully compliant labeling and 
which might be ready for shipment from Medentech, Ireland to the US even before we receive the vacate letter from 
EPA for the two on-hold consignments. We are looking for confirmation that we are ok to do that. 

Many thanks. 

Best regards, John 

John P. Crane 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street; Kalamazoo, Michigan 49007 
Office: 269.359.9098 I Cell: 269.760.1241 I john.p.crane@zoetis.com 
Visit Us: zoetis.com 

z.getis 
FOR ANIMALS. FOR HEALTH. FOR YOU. 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and. may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 23, 2018 4:24 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE: This message originates from an external source. 

Hi Jennifer, 

A photo of each stack will suffice. 

I hope that helps. If you would like to discuss further, please let me know. 

Regards, 

l'-irnlwrh l"onw/;1k. l .1k ",,wnthl 

l S LIJ\1ro111m·11t;d P1()tcct1rn1 .\·~,·11c,. lfre;in11 
Pc,tici(k, S,·cti<lll 
(ii For,,1li S1. \\\ .\1b111a. ( ,.\ :,o;;o:r 
Pliom: JO l..ili'.!.Wl87 
I· .n 1ail: 'romczak.kimbcrly@kpa.go\' 
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Wednesday, August 22, 2018 1:09 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

Thanks for your message. To make sure I understand the requirements, can you please clarify if a photo of each stack, 
with a few individual units for detail would be sufficient or is the requirement to send a photo of each individual unit? 

Thanks in advance for your assistance! 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, August 22, 2018 9:54 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE: This message originates from an external source. 

Hi Jennifer, 

A variety of different pictures will be needed. Please provide legible pictures of the label on the product (labels from 
each entry) and a picture of the container/tub itself. In addition, provide pictures of all the tubs, if they are stacked 
together. 

I hope that helps. If you would like to discuss further, please let me know. 

Regards, 

r...:,mhnh T()lllC/;1k. J .iii: '·wil'Itlhl 

l .'I Frn ir011n1c11tal I'H >ll cl ,11 

l'l',ticidc, Scc1 irn 1 

)('\. Ht·:2,i<>IJ 

111 hH:,,,·111 .'ir. s\\ .\tLlllt,1. < ,.\ ,\(1.n\ 

Pl1om: 10 J..i1;~.xqx;-
l·.111;i ii: ·rornczak.kimbcrly@q>a.gm· 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Tuesday, August 21, 2018 2:27 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
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Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

I hope your Tuesday is going well! 

Following our call yesterday, we have an additional question regarding the SSURO. Specifically, point 20(b)(ii) requires 
Zoetis to submit pictures to the EPA of the re-labeled cases. Can you help us to understand the expectations for the 
pictures? Is a picture of one tub and one outer carton sufficient or should we submit pictures of a certain percentage of 
the cases? If more than one picture is required, can you please specify the number or percentage of cases for which we 
should submit pictures? 

Thanks in advance for your assistance. We really appreciate your support. 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Monday, August 20, 2018 3:12 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE: This message originates from an external source. 

Hi Jennifer, 

It was nice talking with you earlier. 

Glad I could be of assistance. I will wait to hear back from you when the product has been relabeled. 

Regards, 

f\.11n!H'rh' To1nuak. Lili: "icw111i,1 
( ·s LrnirolllllC!JL:i PrnltTliClll .\~c11n. l{(·~irn1 

l\·,{icidvs \1TIH >II 

Ill Fo1~1il1 St. S\\' .\il;i111;1. (;\;;();\IL\ 

Plio11t·: Hl l .. iti'.2)-\<JK7 
l·.111,1il: cromczak.kimbcrly@cpa.go\' 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Monday, August 20, 2018 2:44 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Officer Tomczak, 

14 



Thanks again for meeting with us to discuss Case No. FIFRA-04-2018-3257. As discussed, we are in receipt of the SSURO 
and are working to resolve the labeling discrepancies that you identified. Additionally, we have done a line by line 
review of the artwork and have made some additional minor revisions in order to comply with the master label. The 
additional revisions include typos, formatting changes, and an update to the Environmental Hazards section to comply 
with the language on the master label for end-use products packaged in containers with sizes of less than 50 
pounds. The marked up artwork was sent to Medentech on Friday, August 17th with a request to expedite these label 
revisions. Once the artwork has been revised it will be sent to Contrapac, Inc. so that they may overlabel the two 
shipments of product that are subject to the SSURO. Product that is relabeled by Contrapac will include Contrapac's 
establishment number ( EPA Est. 52270-GA-001) in line with Chapter 14 of the Label Review Manual and 40 CFR 
156.lO(f) which requires labels to bear the establishment number of the final establishment at which the product was 
produced. Within 48 hours after completion of relabeling, we plan to submit to the EPA pictures of the re-labeled cases 
along with a certification that the re-labeling has been completed. 

We understand that following receipt of the photos and certification, EPA will verify compliance with the SSURO and 
then issue a vacate letter at which time we may distribute the product. 

Thanks again for meeting with us this afternoon. We found the discussion to be really helpful. Please reach out to me 
with any questions or concerns. 

Regards, 

Jennifer 

Jennifer C. Harmer 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 I jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Monday, August 20, 2018 10:16 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina 
<jmessina@exponent.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE: This message originates from an external source. 

Hi Jennifer, 
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Yes, I am available today to discuss Case No. FIFRA-04-2018-3257. 

I am available anytime today until 5PM. Let me know what time works best for you. 

Regards, 

h.irnlll'rh- l"on1u;1k. I .ik Scw1 llhl 

I S I· l\ i1011111c11tal l'r<>tccl i<>11 . \~t·11n. H(c;I< )11 

Pc,1w1, k, l'icc11< ,11 

Iii h>rs\ll1 S1 S\\' \1la11ta. L.\ .,(J:l():I 
I 'lin1 ic: 10 l..jl i'..:'.)~'.)X 7 
b 11ail: Tomczak.kimbcrly@cpa.gm· 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Friday, August 17, 2018 11:17 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina 
<jmessina@exponent.com> 
Subject: Case No. FIFRA-04-2018-3257 

Dear Officer Tomczak, 

I would first like to introduce myself. My name is Jennifer Harmer and I am in the US Regulatory Affairs group at 
Zoetis. I am writing in regards to Case No. FIFRA-04-2018-3257 for lnovotabs (EPA Registration Number 71847-3-
1007). We are currently working to address the comments in the letter. Do you happen to have any availability on 
Monday, August 20th for a phone call? We would like to provide you with the current status of the request and the 
actions we intend to take comply with the SSURO. Attendees on the call from my side would include myself, John Crane 
(Head of US Regulatory Affairs, Zoetis), and Jim Messina (Consultant, Exponent). 

Thanks in advance and I look forward to speaking with you. 

Regards, 
Jennifer 

Jennifer C. Harmer 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 I jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 
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Tomczak, Kimberly 

From: 
Sent: 
To: 
Cc: 
Subject: 

Hi Kim: 

Crane, John P <john.p.crane@zoetis.com > 

Wednesday, October 31, 2018 4:07 PM 
Tomczak, Kimberly 
Bauman, Michael; Ho, Kanoelehua; Harmer, Jennifer 
RE: Case No. FIFRA-04-2018-3257 

I am off on vacation tomorrow until Nov 14 so Jennifer will be your contact now. 

Thank you. 

John 

John P. Crane 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 I Cell: 269. 760.1241 ! john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zgetis 
FOR ANIMALS. FOR HEAlTH. FOR YOU. 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, October 31, 2018 4:03 PM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE: This message originates from an external source. 

Hi John, 

I am in discussions with my Supervisor about the steps that will need to be taken to get these shipments exported. 

I will be in touch with you tomorrow or Friday. 
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Regards, 

h.i1nl)('1-h-Ton1C1;tk. I .ik Snc1111,1 

f ·s bl\ ff(l]JlllC!ILd l'roll't'lio11 ,\c\Cll<'\, lfr~JO]I 

l\·sl H'it k~ ."in·t 1ou 

Ii! Frnwtl1 S1. S\\ .\1Lm1:i. C ;:n:\o;; 
l'liouc: l(J l..ilJ'!.8</87 
l·.111,1il: 'romczak.kimbcrly@cpa.gm 

From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Tuesday, October 30, 2018 6:47 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Good morning Kimberly: 

Are you able to advise on next steps to export this consignment at Contrapac back to Medentech, Ireland? 

Thanks, John 

John P. Crane 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 I Cell: 269.760.1241 I john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zgetis 
FOR ANIMALS. FOR HEALTH. FOR YOU. 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Crane, John P 
Sent: Tuesday, October 23, 2018 3:33 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<jennifer.harmer@zoetis.com> 

Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Kimberly: 

Thank you for your message. We look forward to hearing back from you. 

2 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
REGION 4 

UNITED PARCEL SERVICE 

Mr. John P. Crane 
Director, U.S. Regulatory Affairs 
Zoetis 
333 pnrtage Street 
Kalamazoo, Michigan 49007 

ATLANTA FEDERAL CENTER 
61 FORSYTH STREET 

ATLANTA, GEORGIA 30303-8960 

DEC 2 8 20\8 

Re: Case No: FIFRA-04-2018-3257 
Stop Sale, Use, or Removal Order 

Dear Mr. Crane: 

The U.S. Environmental Protection Agency was notified by Zoetis, that Medentech has requested to 
export the two shipments, under Entry Numbers U16-I0064192 and U16-I0084042, listed in the Stop 
Sale, Use, or Removal Order (SSURO) that the EPA issued on August 13, 2018, to Zoetis pursuant to 
the authority set forth in Section 13 of the Federal Insecticide, Fungicide and Rodenticide Act as 
amended (FIFRA), 7 U.S.C.§ 136k. On October 22, 2018, Zoetis notified the EPA Region 4 that 
Medentech has decided to export the two shipments back to their facility in Ireland, to be relabeled or 
repackaged. The EPA Region 4 is hereby allowing Medentech to export the products back to a 
Medentech facility in Ireland. In order to vacate the SSURO, issued on August 13, 2018, we require 
verification that the shipment has been received at Medentech. Therefore, please send a letter confirming 
that the product has been exported to, and received at Medentech in Ireland. 

Please contact Kimberly Tomczak of the EPA Region 4 staff at (404) 562-8987, or via email at 
tomczak.kimberly@epa.gov if you have any further questions regarding this letter. 

Kimberly L. Bingham 
Chief 
Pesticides Section 

Internet Address (URL) • http://www.epa.gov 
Recycled/Recyclable • Printed with Vegetable Oil Based Inks on Recycled Paper (Minimum 30% Postconsumer) 



3 April 2019 

Ms. Kimberly L. Bingham, Chief 
Pesticides Section 
US EPA Region 4 
Atlanta Federal Center 
61 Forsyth Street, 
Atlanta, GA 30303-8960 

z.getis 

RE: Case No. FIFRA-04-2018-3257, Stop Sale, Use, or Removal Order 

Dear Ms. Bingham, 

Zoetis is in receipt of the letter dated 28 December 2018 regarding the Stop Sale Use and 
Removal Order (Case No. FIFRA-04-2018-3257) for two shipments of INOVOTABS (Entry 
Numbers U16-10064192 and U16-10084042). In the letter, the EPA notified Zoetis that 
Medentech was allowed to export the products back to the Medentech facility in Ireland. 
Further, the letter stated that in order to vacate the SSURO, issued on 13 August 2018, Zoetis is 
required to verify that the shipments have been received at Medentech. 

Zoetis hereby confirms that the two shipments have been exported to, and received by, 
Medentech in Ireland. 

Zoetis looks forward to receiving notification from the EPA that the SSURO has been vacated. 

If there are any questions or concerns regarding this notice, please contact me at (269) 359-
4857 or jennifer.harmer@zoetis.com. 

Regards, ,~D!-k_ 
Jennifer C. Harmer 
Associate Director, Regulatory Affairs 

cc: Julie Lambert, Head of Technical and Quality, Medentech 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
REGION 4 

UNITED PARCEL SERVICE 

Ms. Jennifer C. Harmer 
Zoetis 

ATLANTA FEDERAL CENTER 
61 FORSYTH STREET 

ATLANTA. GEORGIA 30303-8960 

MAY 1 5 2019 

Associate Director. US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street 
Kalamazoo. Michigan 49007 

Re: Case No: Federal Insecticide. Fungicide. and Rodenticide Act (FIFRA-04-2018-3257) 
Tennination Letter of Stop Sale. Use. or Removal Order 

Dear Ms. Harmer: 

The U.S. Environmental Protection Agency has terminated the Stop. Sale. Use, or Removal Order. that 
was issued to Zoetis on August 13.2018. pursuant to Section 13 of FIFRA. The enclosed Termination is 
effective immediately. 

Please contact Kimberly Tomczak at (404) 562-8987. if you have any further questions regarding this 
Vacatur. 

Enclosure 

Sincerely. 

~?~~·-
Larry L. Lamberth 
Chie[ Chemical Safety and Land Enforcement 

Branch 
Enforcement Compliance and Assurance Division 

Internet Address iURLi • l1ttp:i'www.epa.gov 



IN THE MA TIER OF: 

Zoetis 

Respondent. 

UNITED ST A TES 
ENVIRONMENT AL PROTECTION AGENCY 

REGION 4 
ATLANTA, GEORGIA 

) 
) 
) 
) 
) 

) 

TERMINATION OF 
STOP SALE, USE, OR 
REMOVAL ORDER 

FIFRA-04-2018-3257 __________________ ) 

TERMINATION OF STOP SALE, USE, OR REMOVAL ORDER 

1. On August 13, 2018, the U.S. Environmental Protection Agency Region 4, issued a Stop Sale, 

Use, or Removal Order (SSURO), FIFRA-04-2018-3257, to Zoetis, pursuant to Section 13 of the 

Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) prohibiting the sale, use, or 

removal of 1.152 cases of the pesticide product lnovotabs (EPA Reg. No. 71847-3-1007) that 

were shipped to the United States by Medentech, which arrived on April 27. 2018, and 1,200 

cases of Inovotabs that were shipped to the United States by Medentech, which arrived on July 

29, 2018. The Importer of Record in this matter is Medentech. a business located at Whitemill 

Industrial Estate, Wexford, Ireland. 

2. Based on its review of the labels on the cases of the lnovotabs product, the EPA Region 4 

determined that the cases were misbranded and in violation of FIFRA. The SSURO ordered 

Zoetis not to distribute, sell, use, or remove the cases of the pesticide product Inovotabs, except 

in compliance with the requirements of the SSURO and FIFRA. 

3. In response to, and as allowed by the SSURO issued on August 13, 2018, Zoetis relabeled the 

cases of the pesticide product Inovotabs at Contrapac. Inc. located at 5400 Bucknell Drive, 



Atlanta, Georgia 30036 (EPA Establishment Number 52770-GA-03). On October 22, 2018, 

Zoetis notified the EPA that the cases of the pesticide product were relabeled incorrectly. Zoetis 

advised the EPA that Medentech had requested to export the two shipments. under Entry 

Numbers U 16-10064192 and U 16-10084042 back to its facility in Ireland. 

4. On December 28, 2018, the EPA issued a letter to Zoetis which stated that the two shipments 

could be exported back to Medentech's facility in Ireland, and that in order to terminate the 

SSURO, Zoetis would need to submit a letter to the EPA confirming that the product had been 

exported to, and received at Medentech in Ireland. 

5. On April 3, 2019, the EPA received a letter from Zoetis stating that the two shipments, under 

Entry Numbers U 16-10064192 and U 16-10084042, have been exported to, and received by 

Medentech in Ireland. 

6. In view of Zoetis and Medentech having exported the two shipments back to Medentech in 

Ireland, the SSURO is hereby TERMINATED. 

7. The issuance of this Termination of SSURO shall not act as a waiver by the EPA of any 

enforcement action that may be brought against Zoetis for violations of FIFRA in connection 

with the import of the pesticide products, as set forth in the SSURO and herein, or for any future 

enforcement actions or other authority available to the EPA under FIFRA. 

8. This Termination is effective upon the date it is signed by the EPA official designated below. 

MAY 1 5 2019 
DATE 

~,___fl. flJ2_:_. 
~eG.Rubini 
Acting Director 
Enforcement and Compliance Assurance Division 
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From: Bingham, Kimberly 
Sent: Monday, May 14, 2018 2:27 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Entry Number UlG-10064192 

I am fine with denying the shipment. KLB 

Kimberly L. Bingham, MPH I Chief, Pesticides Section I Chemical Safety and Enforcement Branch 
Air, Pesticides and Toxics Management Division I U.S. Environmental Protection Agency Region 4 
61 Forsyth Street, SW Atlanta, GA 30303 I Voice: 404-562-9038 I Email: bingham.kimberly@epa.gov 

CONFIDENTIALITY NOTICE: This message is intended exclusively for the individual(s) or entity(s) to whom or to which it is 
addressed. This communication may contain information that is proprietary, privileged, pre-decisional, confidential or 
otherwise legally exempt from disclosure. If you are not the named addressee, you are not authorized to read, print, retain, 
copy, or disseminate this message or any part of it. If you have received this message in error, please notify the sender 
immediately by e-mail and delete all copies of the message. 

From: Tomczak, Kimberly 
Sent: Monday, May 14, 2018 2:07 PM 
To: Bingham, Kimberly <Bingham.Kimberly@epa.gov> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: Entry Number UlG-10064192 

*For Deliberative Purposes Only* 

Kimberly, 

Please see the below: 
Description: 
Entry Number: 
Port of Entry: 
Released: 

Registered product 
U 16-10064192 
Charleston, South Carolina 
April 30, 2018 

Recommended Action: Deny; Notice of Refusal 

Product(s) Information (Name, Product type, Signal Word, No. of containers and Total Net weight): 
• INVOTABS 

• 1200 containers, each container is 4.81 KG, 1544.00 KG total 
Specific Information: 

• Imported product label does not match the EPA Master Label. 
a. The statement under the Brand Name of Product (lnovotabs Effervescent Tablets Only for use with 

Embrex in ova vaccination devices) does not match the master label. 
b. The label does not include the statement "You may also contact (1-800-420-9236] for emergency 

medical treatment information." 
• I emailed the Product Manager and she said an amendment would need to be made to correct the issue. 

I recommend that we deny this product. 

Please let me know how I should proceed. 

2 



Regards, 
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From: Miguel Rivera [mailto:mrivera@AmericanCargoExpress.com] 
Sent: Monday, May 14, 2018 9:39 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Entry Number U16-10064192 

Dear Kimberly, 

Please note attached that I will load in DIS shortly. This is the exact label that is on the product. 

Thank you, 
Miguel Rivera 
Echo Customs Entry 

ACE USA & CANADA 
American Cargo Express 
New Jersey Operations 
2345 Vauxhall Rd 
Union, NJ 07083 
Tel: 908-351-3400 x 3050 
Fax: 908-289-2490 

American Cargo Express is AIR Transportation, SEA Shipping, Domestic Trucking, Warehousing & Distribution , Order 
Fulfillment, Project Assembly, US Customs Brokerage, Consultation, Complete Third Party Logistics and much more ... 
To learn more, please visit: http://www.americancargoexpress.com 

American Cargo Express, Inc is CTPAT Certified. We are doing our part to keep your cargo and our country safe from 
terrorism in the global supply chain. To learn more, please visit: http://cbp.gov/xp/cgov/trade/cargo security/ctpat/ 
or contact your local American Cargo Express, Inc. office. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Friday, May 11, 2018 6:58 AM 
To: Miguel Rivera; 'AHANLEY@MEDENTECH.COM' 
Cc: Bauman, Michael; Ho, Kanoelehua 
Subject: RE: Entry Number U16-10064192 

Good morning, 

Are the labels that were uploaded to the DIS Docs, the labels that are on the product at the port? 

The labels uploaded to the DIS Docs do not match the EPA master label. More specifically, the statement under the 
Brand Name of Product does not match the master label and the label does not include the statement "You may also 
contact [1-800-420-9236] for emergency medical treatment information." 
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Please advise if the labels uploaded are the labels that are on the product at the port. Thank you. 

Regards, 

l,irnl,,11\ 
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From: Tomczak, Kimberly 
Sent: Thursday, May 10, 2018 11:13 AM 
To: 'Miguel Rivera' <mrivera@AmericanCargoExpress.com>; 'AHANLEY@MEDENTECH.COM' 
<AHANLEY@MEDENTECH.COM> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Entry Number UlG-10064192 

Hi Miguel, 

Can you upload the label (to the DIS Docs) that contains the Batch Number? 

Please upload the label by COB today. Thank you. 

Regards, 

I <>II 

J'IHllll, 

i! -I 

I 
, I 

·;11: ;,; 
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From: Tomczak, Kimberly 
Sent: Tuesday, May 08, 2018 2:32 PM 
To: 'Miguel Rivera' <mrivera@AmericanCargoExpress.com>; 'AHANLEY@MEDENTECH.COM' 
<AHANLEY@MEDENTECH.COM> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 

Subject: RE: Entry Number UlG-10064192 

Hi Miguel, 

Can you upload the label (to the DIS Docs) that contains the Batch Number? Thank you. 

Regards, 

l\.1i11h,·1h I ( 11u:1k. l .dt !i\l 

l , ~ 1· P, 11< : i I ,1 lll'\ '-',i(ljj \. 

l'v,11cH ,'lnl11, 

ti! lli_S\I ) ,'-,! ",\\ \J IJ , \ \ i 
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From: Miguel Rivera [mailto:mrivera@AmericanCargoExpress.com] 
Sent: Tuesday, May 08, 2018 9:29 AM 

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Entry Number UlG-10064192 

Good morning, 

Please note below from the customer. 

Once a batch of tablets has been produced for your order, the batch number is reserved to our electronic system. 
The product is then scheduled into production, the batch and expiry details are printed onto the tub labels and outer 
labels prior to tub application. 

All details are recorded onto batch records which are stored for each specific customer in accordance with HPRA (Irish 
health Products Authority) regulations. 

Our company is also fully GMP, ISO compliant. 
Let me know if you need anything further. 

Kind Regards 

Nicoea 

Thank you, 
Miguel Rivera 
Echo Customs Entry 

ACE USA & CANADA 
American Cargo Express 
New Jersey Operations 
2345 Vauxhall Rd 
Union, NJ 07083 
Tel: 908-351-3400 x 3050 
Fax: 908-289-2490 

American Cargo Express is AIR Transportation, SEA Shipping, Domestic Trucking, Warehousing & Distribution , Order 
Fulfillment, Project Assembly, US Customs Brokerage, Consultation, Complete Third Party Logistics and much more ... 
To learn more, please visit: http://www.americancargoexpress.com 

American Cargo Express, Inc is CTPAT Certified. We are doing our part to keep your cargo and our country safe from 
terrorism in the global supply chain. To learn more, please visit: http://cbp.gov/xp/cgov/trade/cargo security/ctpat/ 
or contact your local American Cargo Express, Inc. office. 

From: Miguel Rivera 
Sent: Monday, May 7, 2018 3:35 PM 
To: 'Tomczak, Kimberly'; AHANLEY@MEDENTECH.COM 
Cc: Bauman, Michael; Ho, Kanoelehua 
Subject: RE: Entry Number UlG-10064192 
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Hi Kimberly, 

I will have an answer for you shortly I have requested the information from the customer. 

Thank you, 
Miguel Rivera 
Echo Customs Entry 

ACE USA & CANADA 
American Cargo Express 
New Jersey Operations 
2345 Vauxhall Rd 
Union, NJ 07083 
Tel: 908-351-3400 X 3050 
Fax: 908-289-2490 

American Cargo Express is AIR Transportation, SEA Shipping, Domestic Trucking, Warehousing & Distribution , Order 
Fulfillment, Project Assembly, US Customs Brokerage, Consultation, Complete Third Party Logistics and much more ... 
To learn more, please visit: http:ljwww.americancargoexpress.com 

American Cargo Express, Inc is CTPAT Certified. We are doing our part to keep your cargo and our country safe from 
terrorism in the global supply chain. To learn more, please visit: http://cbp.gov/xp/cgov/trade/cargo security/ctpat/ 
or contact your local American Cargo Express, Inc. office. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Monday, May 7, 2018 11:13 AM · 
To: Miguel Rivera; AHANLEY@MEDENTECH.COM 
Cc: Bauman, Michael; Ho, Kanoelehua 
Subject: RE: Entry Number UlG-10064192 

Hi Miguel, 

The label States "B/No: XXXX". My question is, when is the exact Batch Number added to the product label At what 
stage in production is the lot/batch number added to the label/container? 

Regards, 

..., l l\ Ii ( 
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From: Miguel Rivera [mailto:mrivera@AmericanCargoExpress.com] 
Sent: Monday, May 07, 2018 11:08 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; AHANLEY@MEDENTECH.COM 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Entry Number UlG-10064192 

Good morning, 
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I am not sure I understand your question? 

Thank you, 
Miguel Rivera 
Echo Customs Entry 

ACE USA & CANADA 
American Cargo Express 
New Jersey Operations 
2345 Vauxhall Rd 
Union, NJ 07083 
Tel: 908-351-3400 x 3050 
Fax: 908-289-2490 

American Cargo Express is AIR Transportation, SEA Shipping, Domestic Trucking, Warehousing & Distribution, Order 
Fulfillment, Project Assembly, US Customs Brokerage, Consultation, Complete Third Party Logistics and much more ... 
To learn more, please visit: http://www.americancargoexpress.com 

American Cargo Express, Inc is CTPAT Certified. We are doing our part to keep your cargo and our country safe from 
terrorism in the global supply chain. To learn more, please visit: http://cbp.gov/xp/cgov/trade/cargo security/ctpat/ 
or contact your local American Cargo Express, Inc. office. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Monday, May 7, 2018 10:59 AM 
To: Miguel Rivera; AHANLEY@MEDENTECH.COM 
Cc: Bauman, Michael; Ho, Kanoelehua 
Subject: RE: Entry Number U16-10064192 

Hi Miguel, 

I see that the exact batch number wasn't included on the first label submitted. 
At what stage in production is the lot/batch number added to the label/container? 

Thank you. 

Regards, 

From: Tomczak, Kimberly 
Sent: Friday, May 04, 2018 8:49 AM 
To: 'Miguel Rivera' <mrivera@AmericanCargoExpress.com>; 'AHANLEY@MEDENTECH.COM' 
<AHANLEY@MEDENTECH.COM> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Entry Number U16-10064192 

Hi Miguel, 

The label that you uploaded is still blurry. In order to process the entry, I will need to review a legible label. 

Please upload a legible label by COB today, else the entry will have to be denied. Thank you. 

Regards, 

7 



From: Tomczak, Kimberly 
Sent: Thursday, May 03, 2018 7:11 AM 

To: 'Miguel Rivera' <mrivera@AmericanCargoExpress.com>; AHANLEY@MEDENTECH.COM 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Entry Number UlG-10064192 

Hi Miguel, 

The label that you uploaded is still blurry. In order to process the entry, I will need to review a legible label. 

Please upload a legible label by COB today. Thank you. 

Regards, 

From: Miguel Rivera [mailto:mrivera@AmericanCargoExpress.com] 
Sent: Wednesday, May 02, 2018 11:25 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; AHANLEY@MEDENTECH.COM 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Entry Number U16-10064192 

Hello, 

Well noted but they will come out a little blurred as they did the 1st time. 

Thank you, 
Miguel Rivera 
Echo Customs Entry 

ACE USA & CANADA 
American Cargo Express 
New Jersey Operations 
2345 Vauxhall Rd 
Union, NJ 07083 
Tel: 908-351-3400 x 3050 
Fax: 908-289-2490 

American Cargo Express is AIR Transportation, SEA Shipping, Domestic Trucking, Warehousing & Distribution , Order 
Fulfillment, Project Assembly, US Customs Brokerage, Consultation, Complete Third Party Logistics and much more ... 
To learn more, please visit http://www.americancargoexpress.com 

American Cargo Express, Inc is CTPAT Certified. We are doing our part to keep your cargo and our country safe from 
terrorism in the global supply chain. To learn more, please visit: http://cbp.gov/xp/cgov/trade/cargo security/ctpat/ 
or contact your local American Cargo Express, Inc. office. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, May 2, 2018 11:21 AM 
To: Miguel Rivera; AHANLEY@MEDENTECH.COM 
Cc: Bauman, Michael; Ho, Kanoelehua 
Subject: RE: Entry Number U16-10064192 
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Good morning, 

Please upload the label to the DIS Docs. Thank you. 

Regards, 
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From: Miguel Rivera [mailto:mrivera@AmericanCargoExpress.com] 
Sent: Wednesday, May 02, 2018 11:19 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; AHANLEY@MEDENTECH.COM 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Entry Number U16-10064192 

Good morning, 

Please note attached 

Thank you, 
Miguel Rivera 
Echo Customs Entry 

ACE USA & CANADA 
American Cargo Express 
New Jersey Operations 
2345 Vauxhall Rd 
Union, NJ 07083 
Tel: 908-351-3400 x 3050 
Fax: 908-289-2490 

American Cargo Express is AIR Transportation, SEA Shipping, Domestic Trucking, Warehousing & Distribution , Order 
Fulfillment, Project Assembly, US Customs Brokerage, Consultation, Complete Third Party Logistics and much more ... 
To learn more, please visit: http://www.americancargoexpress.com 

American Cargo Express, Inc is CTPAT Certified. We are doing our part to keep your cargo and our country safe from 
terrorism in the global supply chain. To learn more, please visit: http://cbp.gov/xp/cgov/trade/cargo security/ctpat/ 
or contact your local American Cargo Express, Inc. office. 

From: Tomczak, Kimberly [mailto:Tornczak.Kirnberly@epa.gov] 
Sent: Wednesday, May 2, 2018 11:04 AM 
To: Miguel Rivera; AHANLEY@MEDENTECH.COM 
Cc: Bauman, Michael; Ho, Kanoelehua 
Subject: RE: Entry Number UlG-10064192 

Good morning, 

The label you uploaded is not legible. 
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Please upload a legible label by COB today. Thank you. 

Regards, 

,, 
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From: Miguel Rivera [mailto:mrivera@AmericanCargoExpress.com] 
Sent: Wednesday, May 02, 2018 9:41 AM 

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; AHANLEY@MEDENTECH.COM 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Entry Number UlG-10064192 

Good morning, 

Documents have been submitted, please note attached. 

Thank you, 
Miguel Rivera 
Echo Customs Entry 

ACE USA & CANADA 
American Cargo Express 
New Jersey Operations 
2345 Vauxhall Rd 
Union, NJ 07083 
Tel: 908-351-3400 x 3050 
Fax: 908-289-2490 

American Cargo Express is AIR Transportation, SEA Shipping, Domestic Trucking, Warehousing & Distribution , Order 
Fulfillment, Project Assembly, US Customs Brokerage, Consultation, Complete Third Party Logistics and much more ... 
To learn more, please visit: http://www.americancargoexpress.com 

American Cargo Express, Inc is CTPAT Certified. We are doing our part to keep your cargo and our country safe from 
terrorism in the global supply chain. To learn more, please visit: http:ljcbp.gov/xp/cgov/trade/cargo security/ctpat/ 
or contact your local American Cargo Express, Inc. office. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, May 2, 2018 7:00 AM 
To: Miguel Rivera; AHANLEY@MEDENTECH.COM 
Cc: Bauman, Michael; Ho, Kanoelehua 
Subject: RE: Entry Number UlG-10064192 

Good morning, 

A reminder that Entry Number UlG-10064192 was given a Hold Intact because the label was not uploaded to the DIS 
Docs. 
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Please upload the label within two business days. Thank you. 

Regards, 

llltJt rh 
,') I Ji\ i !J lH \1''·." 

P,·,1 -;\ ( I 

From: Tomczak, Kimberly 
Sent: Tuesday, May 01, 2018 8:31 AM 
To: 'MRIVERA@AMERICANCARGOEXPRESS.COM' <MRIVERA@AMERICANCARGOEXPRESS.COM>; 
'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: Entry Number U16-10064192 

Good morning, 

Entry Number U16-10064192 was given a Hold Intact because the label was not uploaded to the DIS Docs. 

Please upload the label within three business days. Thank you. 

Regards, 

I,nulinh 
( . "i l· ll \ Ii, 

' "°'H .. '\ H 

I<. 

I)! h lt,l \ l, I, 

[ 'ft, >I i I ., l c.'. 

L1 i · J'omczak.kimbcrlwtcv.;~0.':: 
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Tomczak, Kimberly 

From: 
Sent: 

MARTINEZ, ESMERALDA <ESMERALDA.MARTINEZ@cbp.dhs.gov> 
Wednesday, July 25, 2018 1 :50 PM 

To: Tomczak, Kimberly 
Subject: RE: Entry # U 16-10064192 

Perfect! Thanks! 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, July 25, 2018 10:27 AM 
To: MARTINEZ, ESMERALDA <ESMERALDA.MARTINEZ@cbp.dhs.gov> 

Subject: RE: Entry# U16-10064192 

Good afternoon, 

Yes, I can provide you with a copy of the Stop, Sale Order and Vacatur letter. 

Thank you, 

K111dw1 h I 011 ,;1k. I .ilt ·i. 1 

l Sh 1t,11r 111;d I',, , '· 1, , • l{c·._y I I 

I '.:,I 
;[., '· \ I I.: 

l'liu1 ii -

Li•1;1i': Tomczak.kimhcrlv(i!)cpa.go\· 

From: MARTINEZ, ESMERALDA [mailto:ESMERALDA.MARTINEZ@cbp.dhs.gov] 

Sent: Wednesday, July 25, 2018 1:24 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 

Subject: RE: Entry# UlG-10064192 

Thank you for the update Kimberly. Once the relabeling is completed, will you providing a letter response to 
the Importer? If so, can you provide me with a copy and I will closed with compliance. 

Thank you, 

Esmeralda Martine.z 
Entry Specialist (Team 091) 
U.S. Customs and Border Protection 
Pharmaceuticals, Health & Chemicals Center 

1 



. 0 ----·--·---------------·--

9777 Via De La Amistad San Diego, CA 92154 
esmeralda.martinez@cbp.dhs.gov 
Office (619) 671-8040 I Fax (619) 661-3178 

This document and any attachment(s) may contain restricted, sensitive, and/or law enforcement-sensitive information 
belonging to the US. Government. It is not for release, review, retransmission, dissemination, or use by anyone other than 
the intended recipient. If you received this communication in error, please immediately notify the sender and delete or 
destroy this communication and all attachments. 

Click here for the Centers of Excellence and Expertise Directory 

https://www.cbp.gov/trade/centers-excellence-and-expertise-information/cee-directory 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, July 25, 2018 9:59 AM 
To: MARTINEZ, ESMERALDA <ESMERALDA.MARTINEZ@cbp.dhs.gov> 
Subject: RE: Entry# UlG-10064192 

Good afternoon, 

Thank you for your assistance. 

We will be issuing a Stop, Sale Order for Entry UlG-10064192. Once the Order has been issued, we will allow the 
company to move the shipment to a EPA registered establishment to be relabeled. 

Please let me know if you have any questions. 

Regards, 

ili 

P! 
t 1i: ·rolllczak.killlbcrly@cpa.gm 

From: MARTINEZ, ESMERALDA [mailto:ESMERALDA.MARTINEZ@cbp.dhs.gov] 

Sent: Tuesday, July 24, 2018 12:56 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
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Cc: GENNA, CARRIE <CARRIE.GENNA@cbp.dhs.gov> 
Subject: RE: Entry# UlG-10064192 

Hello Kimberly, 

Yes, the Port of Charleston can extend the end date. We are always more than willing to work with the broker/ 
importer with their compliance efforts. Let me know if you have any other questions. 

Respectfully, 

Esmeralda Martinez 
Entry Specialist I Enforcement (Team 091) 
Pharmaceuticals, Health & Chemicals Center 
3 ----·-··-----·--···-··-··-

NTEU Chapter 105 Area VP/ Chief Steward Non-Uniform Personnel 
esmeralda.martinez@cbp.dhs.gov I esmeralda.martinez@nteulOS.org 
Office (619) 671-8040 I Fax (619) 661-3178 

This document and any attachment(s) may contain restricted, sensitive, and/or law enforcement-sensitive information 
belonging to the US. Government. It is not for release, review, retransmission, dissemination, or use by anyone other than 
the intended recipient. If you received this communication in error, please immediately notify the sender and delete or 
destroy this communication and all attachments. 

Click here to learn more about the ACE and Automated Systems 

https://www.cbp.gov/trade/automated 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Tuesday, July 24, 2018 9:44 AM 
To: MARTINEZ, ESMERALDA <ESMERALDA.MARTINEZ@cbp.dhs.gov> 
Cc: GENNA, CARRIE <CARRIE.GENNA@cbp.dhs.gov> 
Subject: RE: Entry# UlG-10064192 

Good morning Officer Martinez, 

Would CBP at the Port of Charleston be able to extend the end date for Entry UlG-10064192? 

Thank you, 

h.1111hl'1 I\ . 
! '-,1',J ll<>l 

l\·,1 1dc, 
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Ph.,1w: !/lJ..~il.! 

I· 111;ul: "fomczak.kimbcrlv@cpa.gm· 

From: GENNA, CARRIE [mailto:CARRIE.GENNA@cbp.dhs.gov] 
Sent: Monday, July 23, 2018 7:57 AM 
To: MARTINEZ, ESMERALDA <ESMERALDA.MARTINEZ@cbp.dhs.gov> 
Cc: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: FW: Entry# U16-10064192 
Importance: High 

There is a VA assigned to you on this entry. Can you please advise EPA and the customs broker how to proceed. 

Thank you, 
CBPO Carrie Genna 
Cargo Release Team 
U.S.Customs and Border Protection 
200 East Bay street 
Charleston, SC 
843-579-6535 
Carrie.genna@cbp.dhs.gov 
Or 1601cargorelease@cbp.dhs.gov 

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Sent: Friday, July 20, 2018 12:18 PM 
To: GENNA, CARRIE <CARRIE.GENNA@cbp.dhs.gov> 
Subject: FW: Entry# U16-10064192 
Importance: High 

Good afternoon, 

If we issue a Stop, Sale order for Entry UlG-10064192, would CBP at the Port of Charleston be able to extend the end 
date? See email below. 

Thank you, 

K1mlw1 I\ L,1rn /:1k .. :iv"'' J11, 1• 

{ S Lil\ ·,.tllllllt'Hi;i! Ji!.\·~( 11\ \, l{(''.;I• lli 

I\ ~,1, H!l, 

i)l h 
l'!H,11,' !Ol..11 

l.1 1.111: ·romczak.kimbcrlyCl1kpa.gov 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Thursday, July 19, 2018 9:26 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
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Subject: FW: Entry# UlG-10064192 
Importance: High 

Kimberly, 

Thank you for your help this morning. 

Please let me know if you are successful extending the Charleston CBP end-date of 7/28/18 to match your 
end-date of 8/13/18. 

Regards, 

Chris Sebley 1 

Zoetis i Global Biodevices and Automationj 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 Mobile: 919.896 4633 christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

:z.getis 
FOR ANIMALS. FOR HEALTH. 
Please consider the environment b,:'jore printing this ernai/1 rhonk you. 

From: Sebley, Christopher H 
Sent: Tuesday, July 17, 2018 3:11 PM 
To: Tomczak. kimberly@epa.gov 
Cc: Bucher, Art 
Subject: FW: Entry# UlG-10064192 
Importance: High 

Kimberly, 

I was checking the EPA registry and found that the site currently storing the product in question is EPA 
registered. Is this sufficient to complete the re-labelling here? 

Regards, 

Chris Sebley 
Zoetis : Global Biodevices and Automationi 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 1 Mobile: 919.896 4633 'christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zgetis 
FOR ANIMALS. FOR YOU. 
Please consider the environment before printing this emwl! Thank you. 
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From: Sebley, Christopher H 
Sent: Tuesday, July 17, 2018 8:49 AM 
To: 'Tomczak, Kimberly' 
Subject: RE: Entry# U16-10064192 

Kimberly, 

I have located a company that will re-label the product in the Atlanta area. 

PCA-Atlanta 
6300 Boat Rock Blvd 
Suite E 
Atlanta, GA 30336 

It is 24 miles from the current warehouse in Marietta GA (Zoetis Marietta Logistics Center, 1950 West Oak 
Circle, Marietta, GA) where the product is located. They will apply to become an EPA registered site to 
perform this work. 

Please let me know as soon as you can if this acceptable. If not I need to start the export process as Customs 
has a dead line of 7 /28/18 for this material to leave the country. 

Regards, 

Chris Sebley Senior 
Zoetis i Global Biodevices and Automation: 1040 Swabia Ct, Durham, NC 27703 USA . 
Office: 919.314.2656 I Mobile: 919.896 4633 1 christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zgetis 
fOR ANIMALS. FOR 
Please consider the environment before printing this emml! Thank you. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, July 12, 2018 3:12 PM 
To: Sebley, Christopher H 
Subject: RE: Entry# U16-10064192 

NOTICE· This an external 50\HGEL 

Hi Chris, 

Unfortunately, the product would need to be relabeled at a facility that is located near where the product is currently 
being held (Marietta, GA). 

7 



Regards, 

l .11 ·ron1ezak.kin1bcrlyQJJq>a.g<ff 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Thursday, July 12, 2018 3:05 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Entry# UlG-10064192 

Kimberly, 

The Kalamazoo site is the closest Zoetis site we have to the warehouse in Marietta, GA that is registered. We 
would transport it there to be relabeled and then return it per you approval. 

Is there a transportation protocol we can follow to satisfy transporting the material this distance? 

Regards, 

Chris Seb!ey : 
Zoetis: Global Biodevices and Automationi 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656: Mobile: 919.896 4633 i christo.pher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zgetis 
FOR ANIMALS. HEALTH. FOR YOU. 
Please consider the environment before printing this email! Thank you. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, July 12, 2018 3:00 PM 
To: Sebley, Christopher H 
Subject: RE: Entry# UlG-10064192 

NOTICE· This message external somr:e. 

Good afternoon, 

The product would need to be relabeled at a facility that is located near where the product is currently being held 

(Marietta, GA). 
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Regards, 

i .i "',( (i< 

r·\ ,11\irn; 1(1 ,dl 11 t\ :z 1 ·;.,H,.:i,'()!: 

1c~ 
t,l h>r·,1il, "Jr ,,, (, ;,n,1,: 
l'! ,1 11, L 1:1 
l .1 i i,1 i Tomczak.kimhcrly@cpa.gm 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Thursday, July 12, 2018 2:58 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Entry# UlG-10064192 

Kimberly, 

Zoetis has a site in Kalamazoo MI that I have been told is an EPA registered site. I will find out the details and 
send them to you. 

Regards, 

Chris Sebley i 
Zoetis i Global Biodevices and Automationi 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 I Mobile: 919.896 4633 christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

z:getis 
fOR ANIMALS. FOR HEALTH. FOR 
Please consider the environment before printing this email' Than!< vou. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, July 12, 2018 2:10 PM 
To: Sebley, Christopher H 
Cc: Doireann O'Brien 
Subject: RE: Entry# UlG-10064192 

NOTICE: This 

Hi Christopher, 

If we were to allow you to relabel the product, where would the relabeling take place? The product would need to be 
relabeled in a EPA Registered Establishment. 

Thank you, 
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cron1ezak.kin1bcrly@cpa.gm· 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Wednesday, July 11, 2018 8:45 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Doireann O'Brien <dobrien@medentech.com> 
Subject: Re: Entry# U16-10064192 

Kimberly, 

We would get enough labels from the manufacturer that match the master labeJ you have on file. They have revised the 
label recently to ensure they match. 

Regards, 
Chris Sebley 

Sent from my iPhone 

On Jul 11, 2018, at 8:38 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote: 

NOTICE: 

Hi Chris, 

If we allowed you to relabel this product, would you relabel using the last EPA registered label? 

Or were you looking to make a notification/amendment change to revise the label? 

Thank you, 

T<)IIl<'Zak.ki1r1l)crl\·(i[)cpa.g<>,. 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Friday, July 06, 2018 10:52 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Doireann O'Brien <dobrien@medentech.com> 
Subject: Re: Entry# U16-10064192 

10 



Good morning, 

The product is being held in a Zoetis warehouse in Marietta, GA. 

Regards, 
Chris Sebley 

Sent from my iPhone 

On Jul 6, 2018, at 5:32 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote: 

NO fron1 extern<!! source 

Good morning, 

We have received your email and are currently looking into your request. 

Where is this shipment currently being held? 

Thank you, 

h.11111 < >i 11( Lii, · '\( ·1, l 

.\ I I '11 11 i ·11< \ • I{, '"I( I I 

iJl,L , 

11 ,: , 1: · • 1 ·omczak.kimbcrlv@cpa.goy 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Monday, July 02, 2018 3:31 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Doireann O'Brien <dobrien@medentech.com> 
Subject: Entry# U16-10064192 

Ms. Tomczak, 

I am following up on this container load that was refused entry. Entry# U16-10064192. 

MBL # HLCUDUB180400955 
CARTONS: 15 PALLETS/ 1200 CASES-ANTI BACTERIAL TABLETS 
ORIGIN - DUBLIN, IRELAND 
VSL: PHILADELPHIA EXPRESS 053W 
ETD: 415/18 
CONTAINER SIZE: CAIU9098991 - 40HC 
DESTINATION-CHARLESTON, SC 

1. In the latter part of May this container was trucked from the port to our warehouse in 
Marietta GA with no instructions surrounding the "bond" status accompanying it. The 
container was unloaded and placed in our stock. As of 6/29/18 the stock has been 

11 



placed on "hold". However in the interim 48 of the 1200 cases of product was shipped 
out to an end customer and consumed. 

2. The letter attached and a subsequent letter {0322 001) gave the options for 
destruction of the product or re-export and have the label issue resolved. We would 
prefer the option to re-export the product. Rather than ship the product back to the 
manufacturer in Ireland, can these cases be relabeled in an EPA registered facility here 
in the USA? 

Please let us know how to proceed. 

Regards, 

Chr,s Pr;_JCUre;T1e11t 

Zoetis ! Global Biodevices and Automation! 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 i Mobile: 919.896 4633 • christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

<imageOOl.gif> 
Please consider the environment before printing this email! Thank you. 
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From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Thursday, August 30, 2018 9:02 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Thanks Kimberly. In answer to your question, I have just had it confirmed that no we do not. 

Best regards, John 

John Cram, 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 i Cell: 269.760.1241 ! john.p.crane@zoetis.com 
Visit Us: zoetis.com 

z.getis 
FOR ANIMALS. 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 30, 2018 8:04 AM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Jn SOWC!L 

Hi John, 

The SSURO only applies to the two shipments in the SSURO. 

Do you have another shipment that arrived in the US that contains the same misbranded product? 

Regards, 

;1( '\ Iii I 
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1 'J'omczak.kimbcrlv@cpa.goY 

From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Wednesday, August 29, 2018 1:30 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Dear Kimberly: 

Jennifer is on vacation this week so I contacting you. I have an update and a question. 

The update is that we have corrected the labeling and will be printing those shortly for the relabeling operation at 
Contrapac. Once completed we will be sending you the pictures plus the certification letter of compliance. 

Regarding the SSURO (attached), please can you confirm that this only applies to the two on-hold consignments 
specified in the SSURO. I ask because we have new stock on order that will be labeled with fully compliant labeling and 
which might be ready for shipment from Medentech, Ireland to the US even before we receive the vacate letter from 
EPA for the two on-hold consignments. We are looking for confirmation that we are ok to do that. 

Many thanks. 

Best regards, John 

John P. Crane 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 i Cell: 269.760.1241 'john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zgetis 
ANIMAtS. FOR FOR 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 23, 2018 4:24 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 
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NOTICE 

Hi Jennifer, 

A photo of each stack will suffice. 

I hope that helps. If you would like to discuss further, please let me know. 

Regards, 

I i)'111 

' ! ,! i \ J '\ 

!.1,,;1 · Tomczak.kimhcrly@cpa.gm 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Wednesday, August 22, 2018 1:09 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

Thanks for your message. To make sure I understand the requirements, can you please clarify if a photo of each stack, 
with a few individual units for detail would be sufficient or is the requirement to send a photo of each individual unit? 

Thanks in advance for your assistance! 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, August 22, 2018 9:54 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOT tr-om 

Hi Jennifer, 

A variety of different pictures will be needed. Please provide legible pictures of the label on the product (labels from 
each entry) and a picture of the container/tub itself. In addition, provide pictures of all the tubs, if they are stacked 

together. 
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I hope that helps. If you would like to discuss further, please let me know. 

Regards, 

f'I. 11 ' 

l " l !II ll< i' 1 ,it'\ 

! I \ '(' J,' 

l'i1, (, L;, 

l ! : Tomczak.kimhcrlyCrilcpa.gm 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Tuesday, August 21, 2018 2:27 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

I hope your Tuesday is going well! 

Following our call yesterday, we have an additional question regarding the SSURO. Specifically, point 20(b)(ii) requires 
Zoetis to submit pictures to the EPA of the re-labeled cases. Can you help us to understand the expectations for the 
pictures? Is a picture of one tub and one outer carton sufficient or should we submit pictures of a certain percentage of 
the cases? If more than one picture is required, can you please specify the number or percentage of cases for which we 
should submit pictures? 

Thanks in advance for your assistance. We really appreciate your support. 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Monday, August 20, 2018 3:12 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE: 

Hi Jennifer, 

It was nice talking with you earlier. 

Glad I could be of assistance. I will wait to hear back from you when the product has been relabeled. 

Regards, 
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Monday, August 20, 2018 2:44 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Officer Tomczak, 

Thanks again for meeting with us to discuss Case No. FIFRA-04-2018-3257. As discussed, we are in receipt of the SSURO 
and are working to resolve the labeling discrepancies that you identified. Additionally, we have done a line by line 
review of the artwork and have made some additional minor revisions in order to comply with the master label. The 
additional revisions include typos, formatting changes, and an update to the Environmental Hazards section to comply 
with the language on the master label for end-use products packaged in containers with sizes of less than 50 
pounds. The marked up artwork was sent to Medentech on Friday, August 17th with a request to expedite these label 
revisions. Once the artwork has been revised it will be sent to Contrapac, Inc. so that they may overlabel the two 
shipments of product that are subject to the SSURO. Product that is relabeled by Contrapac will include Contrapac's 
establishment number ( EPA Est. 52270-GA-001) in line with Chapter 14 of the Label Review Manual and 40 CFR 
156.lO(f) which requires labels to bear the establishment number of the final establishment at which the product was 
produced. Within 48 hours after completion of relabeling, we plan to submit to the EPA pictures of the re-labeled cases 
along with a certification that the re-labeling has been completed. 

We understand that following receipt of the photos and certification, EPA will verify compliance with the SSURO and 
then issue a vacate letter at which time we may distribute the product. 

Thanks again for meeting with us this afternoon. We found th~ discussion to be really helpful. Please reach out to me 
with any questions or concerns. 

Regards, 

Jennifer 

Jennifer C. Harmer 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 i jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
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any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Monday, August 20, 2018 10:16 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 

Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina 
<jmessina@exponent.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE a 

Hi Jennifer, 

Yes, I am available today to discuss Case No. FIFRA-04-2018-3257. 

I am available anytime today until 5PM. Let me know what time works best for you. 

Regards, 

i on 

Sn1 

:J,.'i! .\\\ 1L1.l \1 l,1i:\ 
i () .. it 

: Ton1czak.kirnbcrly@cpa.gm 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Friday, August 17, 2018 11:17 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina 
<jmessina@exponent.com> 
Subject: Case No. FIFRA-04-2018-3257 

Dear Officer Tomczak, 

I would first like to introduce myself. My name is Jennifer Harmer and I am in the US Regulatory Affairs group at 
Zoetis. I am writing in regards to Case No. FIFRA-04-2018-3257 for lnovotabs (EPA Registration Number 71847-3-
1007). We are currently working to address the comments in the letter. Do you happen to have any availability on 
Monday, August 20th for a phone call? We would like to provide you with the current status of the request and the 
actions we intend to take comply with the SSURO. Attendees on the call from my side would include myself, John Crane 
(Head of US Regulatory Affairs, Zoetis), and Jim Messina (Consultant, Exponent). 

Thanks in advance and I look forward to speaking with you. 
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Regards, 
Jennifer 

Jennifer Ha 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 
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Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway, 
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are 
proposing to have the relabeling take place at Contrapac's facility that is around the block from the facility cited in the 
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036 
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling 
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on 
the label. 

Can you please confirm that relabeling at this facility is acceptable and complies with the requirements of the SSURO? 

Thanks! 
Jennifer 

Jennifer C. Harme1 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 ! jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 30, 2018 9:09 AM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 

<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE This fron: 

Hi John, 

Other shipments of the product can be imported. The label should be in compliance of FIFRA. 

Regards, 

lz\. 

•I <I 

l .11 ;i· Tomczak.kimhcrly((i>epa.go\' 
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From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Thursday, August 30, 2018 9:02 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 

Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Thanks Kimberly. In answer to your question, I have just had it confirmed that no we do not. 

Best regards, John 

John P. Crane 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 I Cell: 269.760.1241 john.p.crane@zoetis.com 
Visit Us: zoetis.com 

z.getis 
ANIMALS. FOR 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 30, 2018 8:04 AM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi John, 

The SSURO only applies to the two shipments in the SSURO. 

Do you have another shipment that arrived in the US that contains the same misbranded product? 

Regards, 

t\ I I 11 i I ' 

I \ j,,i IIL<ll! ' I 
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From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Wednesday, August 29, 2018 1:30 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Dear Kimberly: 

Jennifer is on vacation this week so I contacting you. I have an update and a question. 

The update is that we have corrected the labeling and will be printing those shortly for the relabeling operation at 
Contrapac. Once completed we will be sending you the pictures plus the certification letter of compliance. 

Regarding the SSURO (attached), please can you confirm that this only applies to the two on-hold consignments 
specified in the SSURO. I ask because we have new stock on order that will be labeled with fully compliant labeling and 
which might be ready for shipment from Medentech, Ireland to the US even before we receive the vacate letter from 
EPA for the two on-hold consignments. We are looking for confirmation that we are ok to do that. 

Many thanks. 

Best regards, John 

John P. Crane 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 i Cell: 269. 760.1241 : john.p.crane@zoetis.com 
Visit Us: zoetis.com 

z.getis 
FOR ANIMAlS, FOR HEALTH. YOU .. 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 23, 2018 4:24 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 
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Hi Jennifer, 

A photo of each stack will suffice. 

I hope that helps. If you would like to discuss further, please let me know. 

Regards, 

' ) :·,: 

·r<)lllCzak.ki111bcrJy(i'.i>q>a.gm 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Wednesday, August 22, 20181:09 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

Thanks for your message. To make sure I understand the requirements, can you please clarify if a photo of each stack, 
with a few individual units for detail would be sufficient or is the requirement to send a photo of each individual unit? 

Thanks in advance for your assistance! 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, August 22, 2018 9:54 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE: 

Hi Jennifer, 

A variety of different pictures will be needed. Please provide legible pictures of the label on the product (labels from 
each entry) and a picture of the container/tub itself. In addition, provide pictures of all the tubs, if they are stacked 

together. 
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I hope that helps. If you would like to discuss further, please let me know. 

Regards, 

h.11t Jt1h I, 11c 
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Tuesday, August 21, 2018 2:27 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

I hope your Tuesday is going well! 

Following our call yesterday, we have an additional question regarding the SSURO. Specifically, point 20(b)(ii) requires 
Zoetis to submit pictures to the EPA of the re-labeled cases. Can you help us to understand the expectations for the 
pictures? Is a picture of one tub and one outer carton sufficient or should we submit pictures of a certain percentage of 
the cases? If more than one picture is required, can you please specify the number or percentage of cases for which we 
should submit pictures? 

Thanks in advance for your assistance. We really appreciate your support. 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Monday, August 20, 2018 3:12 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE: This an 

Hi Jennifer, 

It was nice talking with you earlier. 

Glad I could be of assistance. I will wait to hear back from you when the product has been relabeled. 

Regards, 
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Monday, August 20, 2018 2:44 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Officer Tomczak, 

Thanks again for meeting with us to discuss Case No. FIFRA-04-2018-3257. As discussed, we are in receipt of the SSURO 
and are working to resolve the labeling discrepancies that you identified. Additionally, we have done a line by line 
review of the artwork and have made some additional minor revisions in order to comply with the master label. The 
additional revisions include typos, formatting changes, and an update to the Environmental Hazards section to comply 
with the language on the master label for end-use products packaged in containers with sizes of less than 50 
pounds. The marked up artwork was sent to Medentech on Friday, August 17th with a request to expedite these label 
revisions. Once the artwork has been revised it will be sent to Contrapac, Inc. so that they may overlabel the two 
shipments of product that are subject to the SSURO. Product that is relabeled by Contrapac will include Contrapac's 
establishment number ( EPA Est. 52270-GA-001) in line with Chapter 14 of the Label Review Manual and 40 CFR 
156.lO(f) which requires labels to bear the establishment number of the final establishment at which the product was 
produced. Within 48 hours after completion of relabeling, we plan to submit to the EPA pictures of the re-labeled cases 
along with a certification that the re-labeling has been completed. 

We understand that following receipt of the photos and certification, EPA will verify compliance with the SSURO and 
then issue a vacate letter at which time we may distribute the product. 

Thanks again for meeting with us this afternoon. We found the discussion to be really helpful. Please reach out to me 
with any questions or concerns. 

Regards, 

Jennifer 

Jennifer C. Harmer 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 : jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
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any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Monday, August 20, 2018 10:16 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 

Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina 
<jmessina@exponent.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTiCE. This 

Hi Jennifer, 

Yes, I am available today to discuss Case No. FIFRA-04-2018-3257. 

I am available anytime today until 5PM. Let me know what time works best for you. 

Regards, 

11 l H ri\ . .1!, 
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Friday, August 17, 2018 11:17 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina 
<jmessina@exponent.com> 
Subject: Case No. FIFRA-04-2018-3257 

Dear Officer Tomczak, 

I would first like to introduce myself. My name is Jennifer Harmer and I am in the US Regulatory Affairs group at 
Zoetis. I am writing in regards to Case No. FIFRA-04-2018-3257 for lnovotabs (EPA Registration Number 71847-3-
1007). We are currently working to address the comments in the letter. Do you happen to have any availability on 
Monday, August 20th for a phone call? We would like to provide you with the current status of the request and the 
actions we intend to take comply with the SSURO. Attendees on the call from my side would include myself, John Crane 
(Head of US Regulatory Affairs, Zoetis), and Jim Messina (Consultant, Exponent). 

Thanks in advance and I look forward to speaking with you. 
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Regards, 
Jennifer 

Jennifer Harmer 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 I jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 
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61 Forsyth Street, SW Atlanta, GA 30303 I Voice: 404-562-9038 I Email: bingham.kimberly@epa.gov 

CONFIDENTIALITY NOTICE: This message is intended exclusively for the individual(s) or entity(s) to whom or to which it is 
addressed. This communication may contain information that is proprietary, privileged, pre-decisional, confidential or 
otherwise legally exempt from disclosure. If you are not the named addressee, you are not authorized to read, print, retain, 
copy, or disseminate this message or any part of it. If you have received this message in error, please notify the sender 
immediately by e-mail and delete all copies of the message. 

From: Tomczak, Kimberly 
Sent: Tuesday, October 23, 2018 7:12 AM 
To: Bingham, Kimberly <Bingham.Kimberly@epa.gov> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: FW: Case No. FIFRA-04-2018-3257 

Kimberly, 

Zoetis notified me that they would like to now export the shipments that are included in the SSURO. 

Since they no longer wish to relabel, how do we close out of the SSURO? In addition, it may now be over 90 days, so can 
we pursue a penalty action? 

Regards, 

l'lio1 
l.1 ,1;1;1: Tomczak.kimhcrly(i1lcpa.gm· 

From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Monday, October 22, 2018 11:30 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Kimberly: 

My colleague Jennifer Harmer is travelling this week hence this email from me. 

The relabeling operation was commenced last week at Contrapac but it was found that the wording from the original 
label was not completely obscured by the new label, so the operation was immediately halted. 

Medentec has now decided to export the two shipments back to their facility in Ireland and relabel or repackage there. 
Please can you advise as to what is needed from EPA to allow this export (SSURO, II. ORDER, 20. (a)). I am not sure if we 

need another letter releasing these two shipments from the SSURO. 

Thank you in advance. 
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John P. Crane 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 I Cell: 269.760.~241 john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zget,s 
FOR FOR 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addr.essee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Harmer, Jennifer 
Sent: Thursday, October 18, 2018 11:35 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kim, 

~ttached are the labels that will be used for relabeling the two shipments. 

Please do not hesitate to contact me with additional questions or concerns. 

Thanks! 
Jennifer 

Jennifer C. Harmer 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 i jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, October 18, 2018 9:40 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
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Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE: This 

Good morning, 

Thank you for the update. Can you send me a copy of the label that you plan to use for relabeling the products? 

Thank you, 

l 1 r , Tomczak.kimbcrly@cpa.gm 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Thursday, October 18, 2018 9:15 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Kimberly, 

In response to your questions below, please note that the re-labeling of the two shipments outlined in the SSURO is in 
progress. We anticipate that the relabeling will be completed next week. We will be in touch once the relabeling is 
complete. 

Please do not hesitate to contact me with any additional questions. 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, October 17, 2018 5:43 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE. 

Good afternoon, 
5 



What is the status of these two shipments that are outlined in the SSURO? Have they been relabeled? 

Regards, 

()!)Jz'1\1k. rl',· \, 
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'ro111czak.ki111bcrly@q>a.gm 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Thursday, September 27, 2018 5:11 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

I am writing to follow-up on the amendment to the SSURO. Do you happen to have any information on when we can 
expect to receive the amendment? 

Thanks in advance! 

Jennifer 

From: Harmer, _Jennifer 
Sent: Wednesday, September 19, 2018 5:33 PM 
To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

There is an error in the number below. The correct establishment number is 52270-GA-03 and the address is 5400 
Bucknell Drive, Atlanta, GA 30336. 

Apologies for the confusion and thanks again for your assistance. 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, September 19, 2018 4:37 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 
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Hi Jennifer, 

Below you state that you would like to relabel the product at EPA Est. No. 52770-GA-03. Is that the correct number? 

Thank you, 

h.111il 
Ji(\ 

.\ lf (, I. :,.1 : 

j rron1Czak.kin1hcrlv@q>a.gov 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Monday, September 17, 2018 1:44 PM 
To: Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Officer Bauman, 

Thank you for the information. I will discuss with Officer Tomczak when she returns to the office tomorrow. 

Thanks! 
Jennifer 

From: Bauman, Michael [mailto:bauman.michael@epa.gov] 
Sent: Monday, September 17, 2018 11:54 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.ci-ane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Good morning Ms. Harmer, 

At this time, the product's location and any manipulation of the product must remain in compliance with the SSURO that 
has been issued. Prior to the product being moved, the Stop, Sale, Use or Removal Order (SSURO) would require an 
amendment that must be signed and issued in a similar fashion with which the original SSURO was issued and under the 
same docket number. 

If you still wish request that the SSURO be amended to accommodate the change described below, please discuss the 
matter further with Ms. Tomczak when she returns to the office tomorrow .. 

Regards, 
7 



Michael 

Michael L. Bauman, MS I Life Scientist, Pesticides Section I Chemical Safety and Enforcement Branch 
Air, Pesticides and Toxics Management Division I U.S. Environmental Protection Agency Region 4 
61 Forsyth Street, SW Atlanta, GA 30303 I Tel: 404-562-8962 I Email: bam:nan.michael@epa.gov 

CONFIDENTIALITY NOTICE: This message is intended exclusively for the individual(s) or entity(s) to whom or to which it is 
addressed. This communication may contain information that is proprietary, privileged, pre-decisional, confidential or 
otherwise legally exempt from disclosure. If you are not the named addressee, you are not authorized to read, print, retain, 
copy, or disseminate this message or any part ofit. If you have received this message in error, please notify the sender 
immediately by e-mail and delete all copies of the message. 

From: Harmer, Jennifer [mailto:iennifer.harmer@zoetis.com] 
Sent: Monday, September 17, 2018 11:36 AM 
To: Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Officer Bauman, 

I just received Officer Tomczak's out of office and so am hoping you can address a question that we have regarding Case 
No. FIFRA-04-2018-3257. 

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway, 
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are 
proposing to have the relabeling take place at Contrapac's facility that is around the block from the facility cited in the 
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036 
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling 
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on 
the label. 

Can you please confirm that relabeling at this facility (EPA Establishment Number 52770-GA-03) is acceptable and 
complies with the requirements of the SSURO? 

Thanks in advance for your assistance and I look forward to hearing from you. 

Regards, 
Jennifer 

Jennifer C. Harmer 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857; jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 
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From: Harmer, Jennifer 
Sent: Monday, September 17, 2018 11:27 AM 
To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: FW: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

Happy Monday! I hope you had an enjoyable weekend. 

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway, 
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are 
proposing to have the relabeling take place at Contrapac's facility that is around the block from the facility cited in the 
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036 
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling 
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on 
the label. 

Can you please confirm that relabeling at this facility is acceptable and complies with the requirements of the SSURO? 

Thanks! 
Jennifer 

Jennifer C. Harmer 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857: jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 30, 2018 9:09 AM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 

<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE· rness.age 
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Hi John, 

Other shipments of the product can be imported. The label should be in compliance of FIFRA. 

Regards, 

);. ! 

( \ }' \'' 

.1iL111· Tomczak.kimbcrly@cpa.gm 

From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Thursday, August 30, 2018 9:02 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Thanks Kimberly. In answer to your question, I have just had it confirmed that no we do not. 

Best regards, John 

John P. Crane 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 i Cell: 269.760.1241 . john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zgetis 
ANIMALS. FOR FOR 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 30, 2018 8:04 AM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 
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NOTICE: This I source~ 

Hi John, 

The SSURO only applies to the two shipments in the SSURO. 

Do you have another shipment that arrived in the US that contains the same misbranded product? 

Regards, 

(i .. 

·1'<>r11czak.ki111hcrly@c1>a.goy 

From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Wednesday, August 29, 20181:30 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Dear Kimberly: 

Jennifer is on vacation this week so I contacting you. I have an update and a question. 

The update is that we have corrected the labeling and will be printing those shortly for the relabeling operation at 
Contrapac. Once completed we will be sending you the pictures plus the certification letter of compliance. 

Regarding the SSURO (attached), please can you confirm that this only applies to the two on-hold consignments 
specified in the SSURO. I ask because we have new stock on order that will be labeled with fully compliant labeling and 
which might be ready for shipment from Medentech, Ireland to the US even before we receive the vacate letter from 
EPA for the two on-hold consignments. We are looking for confirmation that we are ok to do that. 

Many thanks. 

Best regards, John 

John P. Crane 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 I Cell: 269. 760.1241 : john.p.crane@zoetis.com 
Visit Us: zoetis. com 

zgetis 
FOR ANIMALS. FOR FOR 
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LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 23, 2018 4:24 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE This 

Hi Jennifer, 

A photo of each stack will suffice. 

I hope that helps. If you would like to discuss further, please let me know. 

Regards, 

l'f1()ill': 1111..;1 
11 · Tomczak.kimbcrly@cpa.goY 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Wednesday, August 22, 2018 1:09 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

Thanks for your message. To make sure I understand the requirements, can you please clarify if a photo of each stack, 
with a few individual units for detail would be sufficient or is the requirement to send a photo of each individual unit? 

Thanks in advance for your assistance! 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, August 22, 2018 9:54 AM 
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To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE. This 

Hi Jennifer, 

A variety of different pictures will be needed. Please provide legible pictures of the label on the product (labels from 
each entry) and a picture of the container/tub itself. In addition, provide pictures of all the tubs, if they are stacked 
together. 

I hope that helps. If you would like to discuss further, please let me know. 

Regards, 

l--.111 l, I< 

T -~ ,II\ ()il! 1 ;dl;11 1'111 \ \1 1,ll I l 
l\·.,I l<!l', -,, ,1 

till,,,1L'i1.'i\\ tLil (, ,;ii\,U 

l'li, Jl': j{) l..it):')·/ ' 

l , , Tomczak.kimbcrly@cpa.gm 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Tuesday, August 21, 2018 2:27 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

I hope your Tuesday is going well! 

Following our call yesterday, we have an additional question regarding the SSURO. Specifically, point 20(b)(ii) requires 
Zoetis to submit pictures to the EPA of the re-labeled cases. Can you help us to understand the expectations for the 
pictures? Is a picture of one tub and one outer carton sufficient or should we submit pictures of a certain percentage of 
the cases? If more than one picture is required, can you please specify the number or percentage of cases for which we 

should submit pictures? 

Thanks in advance for your assistance. We really appreciate your support. 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Monday, August 20, 2018 3:12 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
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Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Jennifer, 

It was nice talking with you earlier. 

Glad I could be of assistance. I will wait to hear back from you when the product has been relabeled. 

Regards, 

: 'l'on1ezak.kin1bcrly(i1)q>a.gm 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Monday, August 20, 2018 2:44 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Officer Tomczak, 

Thanks again for meeting with us to discuss Case No. FIFRA-04-2018-3257. As discussed, we are in receipt of the SSURO 
and are working to resolve the labeling discrepancies that you identified. Additionally, we have done a line by line 
review of the artwork and have made some additional minor revisions in order to comply with the master label. The 
additional revisions include typos, formatting changes, and an update to the Environmental Hazards section to comply 
with the language on the master label for end-use products packaged in containers with sizes of less than 50 
pounds. The marked up artwork was sent to Medentech on Friday, August 17th with a request to expedite these label 
revisions. Once the artwork has been revised it will be sent to Contrapac, Inc. so that they may overlabel the two 
shipments of product that are subject to the SSURO. Product that is relabeled by Contrapac will include Contrapac's 
establishment number ( EPA Est. 52270-GA-001) in line with Chapter 14 ofthe Label Review Manual and 40 CFR 
156.lO(f) which requires labels to bear the establishment number of the final establishment at which the product was 
produced. Within 48 hours after completion of relabeling, we plan to submit to the EPA pictures of the re-labeled cases 
along with a certification that the re-labeling has been completed. 

We understand that following receipt of the photos and certification, EPA will verify compliance with the SSURO and 
then issue a vacate letter at which time we may distribute the product. 

Thanks again for meeting with us this afternoon. We found the discussion to be really helpful. Please reach out to me 
with any questions or concerns. 

Regards, 
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Jennifer 

Jennifer C. Harmer 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 1 jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 

any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Monday, August 20, 2018 10:16 AM 

To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina 

<jmessina@exponent.com> 

Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE 

Hi Jennifer, 

Yes, I am available today to discuss Case No. FIFRA-04-2018-3257. 

I am available anytime today until 5PM. Let me know what time works best for you. 

Regards, 

l\.!!!ilh ! h 
I "!·_11\ :1 Oil 

I 
'' ·, s. i, ) ' 

l'l 1< 1, : ( i I i. . 

. 1,1;11!: Tomczak.kimbcrly(a)cpa.gm· 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 

Sent: Friday, August 17, 2018 11:17 AM 

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina 

<jmessina@exponent.com> 
Subject: Case No. FIFRA-04-2018-3257 
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Dear Officer Tomczak, 

I would first like to introduce myself. My name is Jennifer Harmer and I am in the US Regulatory Affairs group at 
Zoetis. I am writing in regards to Case No. FIFRA-04-2018-3257 for lnovotabs (EPA Registration Number 71847-3-
1007). We are currently working to address the comments in the letter. Do you happen to have any availability on 
Monday, August 20th for a phone call? We would like to provide you with the current status of the request and the 
actions we intend to take comply with the SSURO. Attendees on the call from my side would include myself, John Crane 
(Head of US Regulatory Affairs, Zoetis), and Jim Messina (Consultant, Exponent). 

Thanks in advance and I look forward to speaking with you. 

Regards, 
Jennifer 

Jennifer C. Hanner 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 • jennifer.'harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 
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From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Monday, October 22, 2018 11:30 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Kimberly: 

My colleague Jennifer Harmer is travelling this week hence this email from me. 

The relabeling operation was commenced last week at Contrapac but it was found that the wording from the original 
label was not completely obscured by the new label, so the operation was immediately halted. 

Medentec has now decided to export the two shipments back to their facility in Ireland and relabel or repackage there. 
Please can you advise as to what is needed from EPA to allow this export (SSURO, II. ORDER, 20. (a)). I am not sure if we 
need another letter releasing these two shipments from the SSURO. 

Thank you in advance. 

John P. Crane 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 ! Cell: 269.760.1241 1 john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zgetis 
ANIMALS. FOR HEAUH. 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Harmer, Jennifer 
Sent: Thursday, October 18, 2018 11:35 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kim, 

Attached are the labels that will be used for relabeling the two shipm_ents. 

Please do not hesitate to contact me with additional questions or concerns. 
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Thanks! 
Jennifer 

Jennifer C. Harmer 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 ! jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 

any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, October 18, 2018 9:40 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE: This message 

Good morning, 

Thank you for the update. Can you send me a copy of the label that you plan to use for relabeling the products? 

Thank you, 

{ . '°i l 1 J\ 

l'v,1w1, , 
I I ,Ill: '->i '-,\\ \iL,, 

! '111 , ! ! '· . I I I I., i( 

i , Tomczak.kimbcrly(i!\~JM.go\' 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Thursday, October 18, 2018 9:15 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Kimberly, 

5 



In response to your questions below, please note that the re-labeling of the two shipments outlined in the SSURO is in 
progress. We anticipate that the relabeling will be completed next week. We will be in touch once the relabeling is 
complete. 

Please do not hesitate to contact me with any additional questions. 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, October 17, 2018 5:43 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE: 

Good afternoon, 

What is the status of these two shipments that are outlined in the SSURO? Have they been relabeled? 

Regards, 

l 
l 

! 

. cromczak.kimhcrly@cpa.gm 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Thursday, September 27, 2018 5:11 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

I am writing to follow-up on the amendment to the SSURO. Do you happen to have any information on when we can 
expect to receive the amendment? 

Thanks in advance! 

Jennifer 
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From: Harmer, Jennifer 
Sent: Wednesday, September 19, 2018 5:33 PM 

To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

There is an error in the number below. The correct establishment number is 52270-GA-03 and the address is 5400 
Bucknell Drive, Atlanta, GA 30336. 

Apologies for the confusion and thanks again for your assistance. 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, September 19, 2018 4:37 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE. messaqe 

Hi Jennifer, 

Below you state that you would like to relabel the product at EPA Est. No. 52770-GA-03. Is that the correct number? 

Thank you, 

1\.111,l L,ll ,ik 111:-,: 

{·.'°\l·!l\ >ll Jl!; 1 !P,uh't"lh1!J \I•\ H1. 

l Ii. 1 ! 1: Tomczak.kimbcrlyCll\;pa.gm-

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Monday, September 17, 2018 1:44 PM 
To: Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Officer Bauman, 

Thank you for the information. I will discuss with Officer Tomczak when she returns to the office tomorrow. 
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Thanks! 
Jennifer 

From: Bauman, Michael [mailto:bauman.michael@epa.gov] 
Sent: Monday, September 17, 2018 11:54 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Good morning Ms. Harmer, 

At this time, the product's location and any manipulation of the product must remain in compliance with the SSURO that 
has been issued. Prior to the product being moved, the Stop, Sale, Use or Removal Order (SSURO) would require an 
amendment that must be signed and issued in a similar fashion with which the original SSURO was issued and under the 
same docket number. 

If you still wish request that the SSURO be amended to accommodate the change described below, please discuss the 
matter further with Ms. Tomczak when she returns to the office tomorrow .. 

Regards, 
Michael 

Michael L. Bauman, MS I Life Scientist, Pesticides Section I Chemical Safety and Enforcement Branch 
Air, Pesticides and Toxics Management Division I U.S. Environmental Protection Agency Region 4 
61 Forsyth Street, SW Atlanta, GA 30303 I Tel: 404-562-8962 I Email: bauman.michael@epa.gov 

CONFIDENTIALITY NOTICE: This message is intended exclusively for the individual(s) or entity(s) to whom or to which it is 
addressed. This communication may contain information that is proprietary, privileged, pre-decisional, confidential or 
otherwise legally exempt from disclosure. If you are not the named addressee, you are not authorized to read, print, retain, 
copy, or disseminate this message or any part of it. If you have received this message in error, please notify the sender 
immediately by e-mail and delete all copies of the message. 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Monday, September 17, 2018 11:36 AM 
To: Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Officer Bauman, 

I just received Officer Tomczak's out of office and so am hoping you can address a question that we have regarding Case 
No. FIFRA-04-2018-3257. 

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway, 
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are 
proposing to have the relabeling take place at Contrapac's facility that is around the block from the facility cited in the 
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036 
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling 
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operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on 
the label. 

Can you please confirm that relabeling at this facility (EPA Establishment Number 52770-GA-03) is acceptable and 
complies with the requirements of the SSURO? 

Thanks in advance for your assistance and I look forward to hearing from you. 

Regards, 
Jennifer 

Jennifer C. Harmer 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 i jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Harmer, Jennifer 
Sent: Monday, September 17, 2018 11:27 AM 
To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: FW: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

Happy Monday! I hope you had an enjoyable weekend. 

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway, 
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are 
proposing to have the relabeling take place at Contrapac's facility that is around the block from the facility cited in the 
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036 
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling 
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on 
the label. 

Can you please confirm that relabeling at this facility is acceptable and complies with the requirements of the SSURO? 

Thanks! 
Jennifer 

Jennifer C. Harmer 
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Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 i jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 30, 2018 9:09 AM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE: This message from 

Hi John, 

Other shipments of the product can be imported. The label should be in compliance of FIFRA. 

Regards, 

11 til lt'l i\ !'01 ill 

l'\Lll\ t \hi1Ld 

J \ ,I IC;, 

I'! )11•.': () 

i -1: Tomczak.kimbcrlv(11lcpa.gov 

From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Thursday, August 30, 2018 9:02 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Thanks Kimberly. In answer to your question, I have just had it confirmed that no we do not. 

Best regards, John 

John P. rane 
Director, US Regulatory Affairs 
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Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 I Cell: 269.760.1241 : john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zgetis 
FOR ANIMALS. FOR 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 30, 2018 8:04 AM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE· 

Hi John, 

The SSURO only applies to the two shipments in the SSURO. 

Do you have another shipment that arrived in the US that contains the same misbranded product? 

Regards, 

l .1 ! Tomczak.kimbcrly@cpa.gm· 

From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Wednesday, August 29, 2018 1:30 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Dear Kimberly: 
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Jennifer is on vacation this week so I contacting you. I have an update and a question. 

The update is that we have corrected the labeling and will be printing those shortly for the relabeling operation at 
Contrapac. Once completed we will be sending you the pictures plus the certification letter of compliance. 

Regarding the SSURO (attached), please can you confirm that this only applies to the two on-hold consignments 
specified in the SSURO. I ask because we have new stock on order that will be labeled with fully compliant labeling and 
which might be ready for shipment from Medentech, Ireland to the US even before we receive the vacate letter from 
EPA for the two on-hold consignments. We are looking for confirmation that we are ok to do that. 

Many thanks. 

Best regards, John 

John Crane 
Director, US Regulatory Affairs . 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 i Cell: 269.760.1241 · john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zgetis 
FOR ANIMALS. FOR FOR 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 23, 2018 4:24 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE. This 

Hi Jennifer, 

A photo of each stack will suffice. 

I hope that helps. If you would like to discuss further, please let me know. 

Regards, 

l\JlJ)[J\'l'h r, l!I 
( ') l 1 \ 'I ( 
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Cl 'omczak.kimbcrlv@cpa.guy 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Wednesday, August 22, 2018 1:09 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

Thanks for your message. To make sure I understand the requirements, can you please clarify if a photo of each stack, 
with a few individual units for detail would be sufficient or is the requirement to send a photo of each individual unit? 

Thanks in advance for your assistance! 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, August 22, 2018 9:54 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE: 

Hi Jennifer, 

A variety of different pictures will be needed. Please provide legible pictures of the label on the product (labels from 
each entry) and a picture of the container/tub itself. In addition, provide pictures of all the tubs, if they are stacked 
together. 

I hope that helps. If you would like to discuss further, please let me know. 

Regards, 

I I 

l!'I r ( ,\ 1 l" 
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Tuesday, August 21, 2018 2:27 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

I hope your Tuesday is going well! 

Following our call yesterday, we have an additional question regarding the SSURO. Specifically, point 20(b)(ii) requires 
Zoetis to submit pictures to the EPA of the re-labeled cases. Can you help us to understand the expectations for the 
pictures? Is a picture of one tub and one outer carton sufficient or should we submit pictures of a certain percentage of 
the cases? If more than one picture is required, can you please specify the number or percentage of cases for which we 
should submit pictures? 

Thanks in advance for your assistance. We really appreciate your support. 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Monday, August 20, 2018 3:12 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE: This 

Hi Jennifer, 

It was nice talking with you earlier. 

Glad I could be of assistance. I will wait to hear back from you when the product has been relabeled. 

Regards, 

h.mil 
{ "' l! \ ll' ii l l 

I\ 1' k, ·-.,,., lH ,1: 

11(\ 

! ,j f , :, I :· I, , 

l'i I( ,j 

.1, 1ail: Tomczak.kimhcrly@cpa.goY 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Monday, August 20, 2018 2:44 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
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Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Officer Tomczak, 

Thanks again for meeting with us to discuss Case No. FIFRA-04-2018-3257. As discussed, we are in receipt of the SSURO 
and are working to resolve the labeling discrepancies that you identified. Additionally, we have done a line by line 
review of the artwork and have made some additional minor revisions in order to comply with the master label. The 
additional revisions include typos, formatting changes, and an update to the Environmental Hazards section to comply 
with the language on the master label for end-use products packaged in containers with sizes of less than 50 
pounds. The marked up artwork was sent to Medentech on Friday, August 17th with a request to expedite these label 
revisions. Once the artwork has been revised it will be sent to Contrapac, Inc. so that they may overlabel the two 
shipments of product that are subject to the SSURO. Product that is relabeled by Contrapac will include Contrapac's 
establishment number ( EPA Est. 52270-GA-001) in line with Chapter 14 of the Label Review Manual and 40 CFR 
156.lO{f) which requires labels to bear the establishment number of the final establishment at which the product was 
produced. Within 48 hours after completion of relabeling, we plan to submit to the EPA pictures of the re-labeled cases 
along with a certification that the re-labeling has been completed. 

We understand that following receipt of the photos and certification, EPA will verify compliance with the SSURO and 
then issue a vacate letter at which time we may distribute the product. 

Thanks again for meeting with us this afternoon. We found the discussion to be really helpful. Please reach out to me 
with any questions or concerns. 

Regards, 

Jennifer 

Jennifer C. Harmer 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 i jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Monday, August 20, 2018 10:16 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina 

<jmessina@exponent.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 
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Hi Jennifer, 

Yes, I am available today to discuss Case No. FIFRA-04-2018-3257. 

I am available anytime today until 5PM. Let me know what time works best for you. 

Regards, 

t }l !1( 1k. 1!1 !\ ; 

11 ll'l J 'i z , i 11 \ : :r '\ .. H, .. ·,: 1 r 

', I '1 i 
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l .111, 1 . Tomczak.kimhcrly([Dcpa.gm 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Friday, August 17, 2018 11:17 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina 
<jmessina@exponent.com> 
Subject: Case No. FIFRA-04-2018-3257 

Dear Officer Tomczak, 

I would first like to introduce myself. My name is Jennifer Harmer and I am in the US Regulatory Affairs group at 
Zoetis. I am writing in regards to Case No. FIFRA-04-2018-3257 for lnovotabs (EPA Registration Number 71847-3-
1007). We are currently working to address the comments in the letter. Do you happen to have any availability on 
Monday, August 20th for a phone call? We would like to provide you with the current status of the request and the 
actions we intend to take comply with the SSURO. Attendees on the call from my side would include myself, John Crane 
(Head of US Regulatory Affairs, Zoetis), and Jim Messina (Consultant, Exponent). 

Thanks in advance and I look forward to speaking with you. 

Regards, 
Jennifer 

Jennifer C, Harmer 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 I jennifer.harmer@zoetis.com 
Visit Us: zoetis. com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
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any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 
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c{ '011H·zak.kimbcrJy(r1Jq>a.gm· 

From: Nicola Roche <nicola.roche@kersia-group.com> 
Sent: Wednesday, December 19, 201810:28 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; 
ESMERALDA.MARTINEZ@cbp.dhs.gov 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: UlG-10064192 and UlG-10084042 

H1 l<irnberly, 

I have been advised by the ACE director of irnport, that there is a discrepancy with 
regard to the attached letter. 

The entry numbers U16 1006419-2 and U16-1008404 2 must appear on the letter along 
with our company name, l\!ledentech as the exporter of the goods. 

1 understand that it is not your area, but I would sincerely appreciate that between 
yourself and Esmeralda I can be guided on this matter. 

Everyone seems to have their own procedure and i just want to get move the goods 
with the correct docurnentation 

!Viv sincere apologies. 
Nicola 

From: Patti Cardo <pcordo@americancargoexpress.com> 
Sent: Wednesday 19 December 2018 14:58 
To: Jerina Morris <jmorris@AmericanCargoExpress.com>; Nicola Roche 
<nicola.roche@kersia-group.com>; Greg Low <greglow@comcast.net> 
Cc: Sinead Walsh <sinead.walsh@kersia-group.com>; Debra Fierro 
<dfierro@contrapac.com>; Peter Fierro <pfierro@contrapac.com>; Mark Leonard 
<Mark.Leonard@hornerd.ie> 
Subject: RE: RETURN TO IRELAND -MEDENTECH 

Nicola 
What are you doing to rectify the discrepancy that the Customs Entry and the EPA 
letter? 
Did you speak to EPA to get this corrected? 
This is a huge problem as the notice of redelivery issued by Customs is passed date and 
the EPA letter is not to Medentech 
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Nor does it reference an entry number. 
This must be resolved prior to export 

Regards, 
Patti 

Patti Corda 

Director of Import 
ACE USA & Canada 
American Cargo Express 
New Jersey Operations 
2345 Vauxhall Rd 
Union, NJ 07083 
Tel: 908-351-3400 X 3026 
Fax: 908-289-2490 

American Cargo Express is AIR Transportation, SEA Shipping, Domestic Trucking, Warehousing 

& Distribution, Order Fulfillment, Project Assembly, US Customs Brokerage, Consultation, 
Complete Third Party Logistics and much more ... 

To learn more, please visit: http:L/www.americancargQ_e~ess.com 

.\mcrican Cargo Express, Inc is CTP.\T Certified. \vc are doing our part to keep your cargo and our 
country safe from terrorism in the global supply chain. To learn more, please visit: 

httpJ.l.W'J!W.~v/bQ.rde_r.:-_?i:_CJ!rit.Y.m.Ql!.?~-ntryL~~J_gg-securityL<;:.::!Q.?t-customs-trade-
2.<!ftQership~q@inst--terrorism or contact rnur local .\merican Cargo Express, Inc. office 

For Terms & Conditions please refer to: htt_p:jjwww.americanca..r.goel5.12!:.eSs.com/terms-and
conditions 

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 

Sent: Tuesday 18 December 2018 17:18 
To: ESMERALDA.MARTINEZ@cbp.dhs.gov 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov>; Nicola Roche <nicola.roche@kersia-group.com> 
Subject: UlG-10064192 and UlG-10084042 
Importance: High 

Good afternoon, 

The importer for Entry UlG-10064192 and UlG-10084042 has decided to export these 
shipments. We had communicated earlier this year about these shipments (see emails 

on July 25, 2018). 

The attached letter allows the company to export the products. Can you provide 
information to the broker on what other documents are needed to export the two 
shipments? The broker has been copied on the email. 
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Thank you for your assistance, 

'l '< >mczak.kin 1hcrly@q>a.gm 

From: Nicola Roche <nicola.roche@kersia-group.com> 
Sent: Monday, December 17, 201811:34 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: FIFRA-04-2018-3257 
Importance: High 

Good afternoon Kimberly, 
I hope my rnail finds you well 

This query is with regard to F!FRA-04-2018-3257. 

We have been trying to consolidate both consignments into a high cubed container to 
return the goods as promptly as possible to Medentech. 
However, the export company used by our carriers have advised that we can only move 
the goods under CBP supervision. The attached CBP form is related to the first 
shipment. 

I have forwarded vour attached letter of release and advised supervision is not required. 
The export company believes I need additional clearance from the EP/\ and at this point 
I rpally do not know what that is. 

I sincerely apologise for contacting you, but if you can help at all I would be extremely 
grateful. 

My very best regards 

Nicola 

From: Mark Leonard <Mark.Leonard@hornerd.ie> 
Sent: Monday 17 December 201815:42 
To: Nicola Roche <nicola.roche@kersia-group.com>; Neil Horner 
<Neil.Horner@hornerd.ie> 
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Cc: Sinead Walsh <sinead.walsh@kersia-group.com> 
Subject: RE: RETURN TO IRELAND -MEDENTECH 

Hi Nicola, 

our agents have advised: 

"this is rejected Merchandise to be returned under CBP supervision 
Note you will need to contact Nicola Roche at Medentech see attached 
Until Medentech have resolved the outstanding issues we cannot proceed with the 
Return 

Thanks 

Kind Regards, 
Marl<. 

<image002.png> 

HORNER AGENCIES LTD., 
Registered Office: Unit 6, 21 Beechwood Close, Boghall Road, Bray, Co. Wicklow, A98 AN81, IRELAND. 
Registered in Dublin, Ireland No. 431611. 
Main Tel: 00-353-1-2137940 I Fax: 00-353-1-2022011. 

All business transacted subject to the Company's Standard Trading Terms & Conditions, a copy of which is 
available on request from the Company and which in certain cases may exclude or limit the companys' 
liability. Marine Insurance is not included. 

WORLDWIDE SEAFREIGHT SPECIALISTS both FCL and LCL. 

Australia/New Zealand/USA/Canada/Far East/Middle East/ Africa/Indian-Sub-Continent/Latin 
American/Caribbean/Mediterranean/Iceland. 

<ACE SLI -revised Aug2018.xls> 

<Case No FIFRA-04-2018-3257.pdf> 
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Tomczak, Kimberly 

From: 
Sent: 
To: 
Cc: 

Sebley, Christopher H <christopher.sebley@zoetis.com> 
Friday, July 06, 2018 10:52 AM 
Tomczak, Kimberly 
Doireann O'Brien 

Subject: Re: Entry # U 16-10064192 

Good morning, 

The product is being held in a Zoetis warehouse in Marietta, GA. 

Regards, 
Chris Sebley 

Sent from my iPhone 

On Jul 6, 2018, at 5:32 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote: 

NO 

Good morning, 

We have received your email and are currently looking into your request. 

Where is this shipment currently being held? 

Thank you, 

ill ; 

l'l'', (; !\;(' 

!11 : . ,,, rtr , ' 
\. \ 

(, ' 
}' ,. 

'fo1nczak.kimbcrly(11\·pa.g<>,· 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Monday, July 02, 2018 3:31 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Doireann O'Brien <dobrien@medente.ch.com> 
Subject: Entry# UlG-10064192 

Ms. Tomczak, 

I am following up on this container load that was refused entry. Entry# UlG-10064192. 

MBL # HLCUDUB180400955 
1 



CARTONS: 15 PALLETS/ 1200 CASES-ANTI BACTERIAL TABLETS 
ORIGIN-DUBLIN, IRELAND 
VSL: PHILADELPHIA EXPRESS 053W 
ETD: 415/18 
CONTAINER SIZE: CAIU9098991 - 40HC 
DESTINATION - CHARLESTON, SC 

1. In the latter part of May this container was trucked from the port to our warehouse in Marietta GA 
with no instructions surrounding the "bond" status accompanying it. The container was unloaded and 
placed in our stock. As of 6/29/18 the stock has been placed on "hold". However in the interim 48 of 
the 1200 cases of product was shipped out to an end customer and consumed. 

2. The letter attached and a subsequent letter (0322 001) gave the options for destruction of the 
product or re-export and have the label issue resolved. We would prefer the option to re-export the 
product. Rather than ship the product back to the manufacturer in Ireland, can these cases be relabeled 
in an EPA registered facility here in the USA? 

Please let us know how to proceed. 

Regards, 

Criris 
Zoetis i Global Biodevices and Automation! 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656: Mobile: 919.896 4633 i christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

<imageOOl.gif> 
Please consider the environment before pnntinq this ernai/1 Thon/<: vou 
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Tomczak, Kimberly 

From: 
Sent: 
To: 

Sebley, Christopher H < christopher.sebley@zoetis.com > 

Thursday, July 12, 2018 3:34 PM 
Tomczak, Kimberly 

Subject: Re: Entry # U 16-10064192 

Kimberly, 
Let me look into this and get back to you. 
Regards, 
Chris Sebley 

Sent from my iPhone 

On Jul 12, 2018, at 3:12 PM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote: 

Hi Chris, 

Unfortunately, the product would need to be relabeled at a facility that is located near where the 
product is currently being held (Marietta, GA). 

Regards, 

li'.J h I!', 'l, 

',,., 1· l It, \ j 1
' ' ' i ·\ :) : ,, • 1 "l ll \ ) '!: -,i' '1 I 

' ' ,' ' ·',\\ \!i,1 :· 

.)\·,, 

':°' n/ 

, , ",; 1 Tomczak.kimhcrly((i\:pa.go\' 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Thursday, July 12, 2018 3:05 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Entry# UlG-10064192 

Kimberly, 

The Kalamazoo site is the closest Zoetis site we have to the warehouse in Marietta, GA that is 
registered. We would transport it there to be relabeled and then return it per you approval. 

Is there a transportation protocol we can follow to satisfy transporting the material this 
distance? 

Regards, 
1 



Zoetis Global Biodevices and Automation 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656; Mobile'. 919.896 4633: christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

<imageOOl.gif> 
/'lease cons1(:ler the environrnent before printinq this emm/1 /honk you. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, July 12, 2018 3:00 PM 
To: Sebley, Christopher H 
Subject: RE: Entry# U16-10064192 

Good afternoon, 

The product would need to be relabeled at a facility that is located near where the product is currently 
being held (Marietta, GA). 

Regards, 

I " ')l<.'\" 

.;.11 · i' \ 

i , , , Tomczak.kimbcrly(11lcpa.goY 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Thursday, July 12, 2018 2:58 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Entry# U16-10064192 

Kimberly, 

Zoetis has a site in Kalamazoo MI that I have been told is an EPA registered site. I will find out 
the details and send them to you. 

Regards, 

Zoetis Global Biodevices and Automation: 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656, Mobile: 919.896 4633 i christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

<image001.gif> 
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Please consider the P!Wi1onment before ;m:;t/nq this emm/ 1 Thank vnu 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, July 12, 2018 2:10 PM 
To: Sebley, Christopher H 
Cc: Doireann O'Brien 
Subject: RE: Entry# UlG-10064192 

Hi Christopher, 

If we were to allow you to relabel the product, where would the relabeling take place? The product 
would need to be relabeled in a EPA Registered Establishment. 

Thank you, 

<1:1;:\ ! :<. 

!I ,,',ii :j l"i; > 
]\; ,,,· 

'."; ,1(' ·.,,._ '.·;:,; 

) ; ) ·' i:. 'romczak.kimhcrly(f/\;pa.g'O\' 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Wednesday, July 11, 2018 8:45 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Doireann O'Brien <dobrien@medentech.com> 
Subject: Re: Entry# UlG-10064192 

Kimberly, 

We would get enough labels from the manufacturer that match the master label you have on file. They 
have revised the label recently to ensure they match. 

Regards, 
Chris Sebley 

Sent from my iPhone 

On Jul 11, 2018, at 8:38 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote: 

;1': 

Hi Chris, 
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If we allowed you to relabel this product, would you relabel using the last EPA registered 
label? 

Or were you looking to make a notification/amendment change to revise the label? 

Thank you, 

'I 'on Kzak. kimhcrly({i?cpa.gm' 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Friday, July 06, 2018 10:52 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Doireann O'Brien <dobrien@medentech.com> 
Subject: Re: Entry# U16-10064192 

Good morning, 

The product is being held in a Zoetis warehouse in Marietta, GA. 

Regards, 
Chris Sebley 

Sent from my iPhone 

On Jul 6, 2018, at 5:32 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote: 

Good morning, 

We have received your email and are currently looking into your 
request. 

Where is this shipment currently being held? 

Thank you, 

1 I 'I ,-:;I,, 

,,,, !; 

'l'o1nc;,:ak.ki1nllcrly({Ocpa.go\' 
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From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Monday, July 02, 2018 3:31 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Doireann O'Brien <dobrien@medentech.com> 
Subject: Entry# UlG-10064192 

Ms. Tomczak, 

I am following up on this container load that was refused entry. Entry# 
UlG-10064192. 

MBL # HLCUDUB180400955 
CARTONS: 15 PALLETS / 1200 CASES - ANTI BACTERIAL 
TABLETS 
ORIGIN - DUBLIN, IRELAND 
VSL: PHILADELPHIA EXPRESS 053W 
ETD: 415/18 
CONTAINER SIZE: CAIU9098991 - 40HC 
DESTINATION - CHARLESTON, SC 

1. In the latter part of May this container was trucked from the port to 
our warehouse in Marietta GA with no instructions surrounding the 
"bond" status accompanying it. The container was unloaded and placed 
in our stock. As of 6/29/18 the stock has been placed on "hold". 
However in the interim 48 of the 1200 cases of product was shipped out 
to an end customer and consumed. 

2. The letter attached and a subsequent letter (0322 001) gave the 
options for destruction of the product or re-export and have the label 
issue resolved. We would prefer the option to re-export the product. 
Rather than ship the product back to the manufacturer in Ireland, can 
these cases be relabeled in an EPA registered facility here in the USA? 

Please let us know how to proceed. 

Regards, 

'.-'.'l;'(JClJi.f:i lt.:r1f 

Zoetis ! Global Biodevices and Automationi 1040 Swabia Ct, Durham, 
NC 27703 USA 
Office: 919.314.2656 i Mobile: 919.896 4633; 
ch ristopher. sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

<imageOOl.gif> 
Please consider the environment before printing this emm/ 1 Thank you. 
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Tomczak, Kimberly 

From: 
Sent: 

Sebley, Christopher H < christopher.sebley@zoetis.com > 
Thursday, July 19, 2018 9:26 AM 

To: Tomczak, Kimberly 
Subject: FW: Entry # U 16-10064192 

Importance: High 

Kimberly, 

Thank you for your help this morning. 

Please let me know if you are successful extending the Charleston CBP end-date of 7 /28/18 to match your 
end-date of 8/13/18. 

Regards, 

Zoetis, Global Biodevices and Automation: 1040 Swabia Ct, Durham, NC 27703 USA 
Office: .919 314.2656 i Mobile: 919.896 4633' christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

fOR ANlMAtS FOR !UAI 
Please consider the env1ro1iment before p1rntin13 t/Jis nnai/1 n,anl< yo1, 

From: Sebley, Christopher H 
Sent: Tuesday, July 17, 2018 3:11 PM 
To: Tomczak.kimberly@epa.gov 
Cc: Bucher, Art 
Subject: FW: Entry # UlG-10064192 
Importance: High 

Kimberly, 

I was checking the EPA registry and found that the site currently storing the product in question is EPA 
registered. Is this sufficient to complete the re-labelling here? 

Regards, 

Chrn; , .,,, 
Zoetis 

I 
Global Biodevices and Automation:, 1040 Swabia Ct, Durham, NC 27703 USA 

Office: 919.3142656 t Mobile: 919.896 4633 i christopher.sebley@zoetiscom 
Visit Us: zoetis.com/poultry 
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HJR ANIMAL5. FOR HfAHH. 
Please consider the env11<mmeiit pr1ntin9 t/:i•; ernr11J/ Jhonk vou. 
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From: Sebley, Christopher H 
Sent: Tuesday, July 17, 2018 8:49 AM 
To: 'Tomczak, Kimberly' 
Subject: RE: Entry# U16-10064192 

Kimberly, 

I have located a company that will re-label the product in the Atlanta area. 

PCA -Atlanta 
6300 Boat Rock Blvd 
Suite E 
Atlanta, GA 30336 

It is 24 miles from the current warehouse in Marietta GA (Zoetis Marietta Logistics Center, 1950 West Oak 
Circle, Marietta, GA) where the product is located. They will apply to become an EPA registered site to 
perform this work. 

Please let me know as soon as you can if this acceptable. If not I need to start the export process as Customs 
has a dead line of 7 /28/18 for this material to leave the country. 

Regards, 

Ghris 
Zoetis ! Global Biodevices and Automation\ 1040 Swabia Ct, Durham. NC 27703 USA 
Office: 919.314.2656: Mobile: 919.896 4633; christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zgetis 
FOR ANIMALS. ran HEALTH. 
Please consider the environn1Pnt iwfore pr;nting tf11s emoi/1 Thunk vou 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, July 12, 2018 3:12 PM 
To: Sebley, Christopher H 
Subject: RE: Entry# U16-10064192 

Hi Chris, 

Unfortunately, the product would need to be relabeled at a facility that is located near where the product is currently 
being held (Marietta, GA). 
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Regards, 

I\,!!!:! I[ ' ; 

!il 

l '. ': l , \ 1 .' i ; I l 1 : ; • , ;..,, j ·. i 'i i < ~ • ; i '1 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Thursday, July 12, 2018 3:05 PM 
To: Tomczak, Kimberly <Tomcza~.Kimberly@epa.gov> 
Subject: RE: Entry# UlG-10064192 

Kimberly, 

The Kalamazoo site is the closest Zoetis site we have to the warehouse in Marietta, GA that is registered. We 
would transport it there to be relabeled and then return it per you approval. 

Is there a transportation protocol we can follow to satisfy transporting the material this distance? 

Regards, 

Zoetis ' Global Biodevices and Automation: 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 • Mobile: 919.896 4633 • christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zgetis 
FOR ANlMAlS. FOR HEA!Jtt FOR VOil 
Please considr:r the Pnv1ronment before printinq this email' Thank you. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, July 12, 2018 3:00 PM 
To: Sebley, Christopher H 
Subject: RE: Entry# U16-10064192 

Good afternoon, 

The product would need to be relabeled at a facility that is located near where the product is currently being held 
(Marietta, GA). 
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Regards, 

! jl )fi' ;(, i .. ,1'1 

l .1 1 id,!· 'l'omczak.kimbcrly@cpa.gov 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Thursday, July 12, 2018 2:58 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Entry# UlG-10064192 

Kimberly, 

Zoetis has a site in Kalamazoo MI that I have been told is an EPA registered site. I will find out the details and 
send them to you. 

Regards, 

C:hris ; ~:,f_.J,1:n: (toc:.,i1 i 1~ 

Zoetis I Global Biodevices and Automation, 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 i Mobile: 919.896 4633 christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zgetis 
FO~ ANIMALS. fOR 
Please consider the env1mnment heforc prtntinq //715 emrnf.l Thank you 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, July 12, 2018 2: 10 PM 
To: Sebley, Christopher H 
Cc: Doireann O'Brien 
Subject: RE: Entry# UlG-10064192 

Hi Christopher, 

If we were to allow you to relabel the product, where would the relabeling take place? The product would need to be 

relabeled in a EPA Registered Establishment. 

Thank you, 

ll1i"J,: j\ l 
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~· : , ,:, , ; Tomczak.kimbcrJy((iJcpa.gov 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Wednesday, July 11, 2018 8:45 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Doireann O'Brien <dobrien@medentech.com> 
Subject: Re: Entry# UlG-10064192 

Kimberly, 

We would get enough labels from the manufacturer that match the master label you have on file. They have revised the 
label recently to ensure they match. 

Regards, 
Chris Sebley 

Sent from my iPhone 

On Jul 11, 2018, at 8:38 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote: 

/ .,- ~ \ ,, ',, 

Hi Chris, 

If we allowed you to relabel this product, would you relabel using the last EPA registered label? 

Or were you looking to make a notification/amendment change to revise the label? 

Thank you, 

Ji1,1 l\ (', 

i "·, i ,!\' ;' )i, !! )1i,, /.,, ;, ·1/ ! 

;J; ! '.,\ ; '';' 

I ~) '. 1 

; i, I 'r()llJ('Z;tk.kimbcrly(t/lcpa.gO\' 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Friday, July 06, 2018 10:52 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Doireann O'Brien <dobrien@medentech.com> 
Subject: Re: Entry# UlG-10064192 
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Good morning, 

The product is being held in a Zoetis warehouse in Marietta, GA. 

Regards, 
Chris Sebley 

Sent from my iPhone 

On Jul 6, 2018, at 5:32 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote: 

Good morning, 

We have received your email and are currently looking into your request. 

Where is this shipment currently being held? 

Thank you, 

f-, i I;' I I( 'l i i )) \ ,., /: :L j ,l I 

"·, \ ! ' i ' ; i 1 ! . ' . ) i , : 1 ! ~ ' 

'\,ii I ·, •• \ \ •JI.! '!,), \ j \ 

· ; ,,,;, Tomczak.kimbcrJy(rtlcpa.gm· 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Monday, July 02, 2018 3:31 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Doireann O'Brien <dobrien@medentech.com> 
Subject: Entry# U16-10064192 

Ms. Tomczak, 

I am following up on this container load that was refused entry. Entry# UlG-10064192. 

MBL # HLCUDUB180400955 
CARTONS: 15 PALLETS/ 1200 CASES -ANTI BACTERIAL TABLETS 
ORIGIN - DUBLIN, IRELAND 
VSL: PHILADELPHIA EXPRESS 053W 
ETD: 415/18 
CONTAINER SIZE: CAIU9098991 - 40HC 
DESTINATION - CHARLESTON, SC 

1. In the latter part of May this container was trucked from the port to our warehouse in 
Marietta GA with no instructions surrounding the "bond" status accompanying it. The 
container was unloaded and placed in our stock. As of 6/29/18 the· stock has been 

8 



placed on "hold1'. However in the interim 48 of the 1200 cases of product was shipped 
out to an end customer and consumed. 

2. The letter attached and a subsequent letter {0322 001) gave the options for 
destruction of the product or re-export and have the label issue resolved. We would 
prefer the option to re-export the product. Rather than ship the product back to the 
manufacturer in Ireland, can these cases be relabeled in an EPA registered facility here 
in the USA? 

Please let us know how to proceed. 

Regards, 

Zoetis I Global Biodevices and Automationl, 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 ! Mobile: 919.896 4633 ! christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

<image001.gif> 
Pieose consider the rnvironmr:ur l;e/c1re printing this emaii' Thank you. 
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Tomczak, Kimberly 

From: 
Sent: 

Sebley, Christopher H <christopher.sebley@zoetis.com> 
Tuesday, July 24, 2018 4:36 PM 

To: Tomczak, Kimberly 
Subject: RE: Entry # U 16-10064192 

Kimberly, 

That is good news on the extension. 

I have asked the questions below to the supplier, Medentech, in Ireland and will let you know their response. 

Regards, 

Zoetis, Global Biodevices and Automation: 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656: Mobile: 919.896 4633.christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zgetls 
FOR AUIMA· \ ffHl 1n: r,J1.l..i roo ,,·,,-111 

11 n L, n.ir, ·1r:,h.1n. r h TUu. 
Please consider tlie environment before printinq this emrnfl !hunk you 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Tuesday, July 24, 2018 3:51 PM 
To: Sebley, Christopher H 
Subject: RE: Entry# U16-10064192 

Hi Christopher, 

The Port of Charleston said they could extend the date. 

Who is the importer for this shipment? If the company is foreign based, is there a facility in the United States that 

represents the company? Where is the based at? 

Regards, 

!-, \;i'.\1 '. 

i,i l, • \11 

,\•, 

:, \ \ \ l;. I 1 ; i ( , 
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. From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Thursday, July 19, 2018 9:26 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: FW: Entry# UlG-10064192 
Importance: High 

Kimberly, 

Thank you for your help this morning. 

Please let me know if you are successful extending the Charleston CBP end-date of 7 /28/18 to match your 
end-date of 8/13/18. 

Regards, 

Chris 
Zoetis I Global Biodevices and Automationi 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 1 Mobile: 919.896 4633, christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zgetis· 
FOR ANIMALS. FOR HEAl.Ht fOH 
Pleose consider rhe environmrnt lwfore pnnti11a this emoif! T/wnl, you. 

From: Sebley, Christopher H 
Sent: Tuesday, July 17, 2018 3:11 PM 
To: Tomczak.kimberly@epa.gov 
Cc: Bucher, Art 
Subject: FW: Entry# UlG-10064192 
Importance: High 

Kimberly, 

I was checking the EPA registry and found that the site currently storing the product in question is EPA 
registered. Is this sufficient to complete the re-labelling here? 

Regards, 

C.hris ;i,:i: f1/1,1r, 

Zoetis; Global Biodevices and Automation; 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 : Mobile: 919.896 4633: christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zgetls 
FOR ANIMALS. FOR HtAl VOlJ 
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From: Sebley, Christopher H 
Sent: Tuesday, July 17, 2018 8:49 AM 
To: 'Tomczak, Kimberly' 
Subject: RE: Entry# U16-10064192 

Kimberly, 

I have located a company that will re-label the product in the Atlanta area. 

PCA -Atlanta 
6300 Boat Rock Blvd 
Suite E 
Atlanta, GA 30336 

It is 24 miles from the current warehouse in Marietta GA (Zoetis Marietta Logistics Center, 1950 West Oak 
Circle, Marietta, GA) where the product is located. They will apply to become an EPA registered site to 
perform this work. 

Please let me know as soon as you can if this acceptable. If not I need to start the export process as Customs 
has a dead line of 7 /28/18 for this material to leave the country. 

Regards, 

Chm;; i Si, 10 :01 i\f:;11· 

Zoetis : Global Biodevices and Automation 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 i Mobile: 919.896 4633: christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

z:getis 
FOR ANIMALS. FOR HEAUlt 
Please consider tfw environment before printing rhis emoi!! Thnnk vou 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, July 12, 2018 3:12 PM 
To: Sebley, Christopher H 
Subject: RE: Entry# U16-10064192 

Hi Chris, 

Unfortunately, the product would need to be relabeled at a facility that is located near where the product is currently 

being held (Marietta, GA). 
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Regards, 

l,1111( 11') i 1 f ,/l:, 

{ ~-~ I·, j l \ j . I '. ; ! ' '; ) : ; ) j ' .. ;. HI 

1 u ; 1 l. Tomczak.kimbcrJy((1Jcpa.gov 

From: Sebley, Christopher H [maifto:christopher.sebley@zoetis.com] 
Sent: Thursday, July 12, 2018 3:05 PM 
To: Tomczak, Kim!:>erly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Entry# U16-10064192 

Kimberly, 

The Kalamazoo site is the closest Zoetis site we have to the warehouse in Marietta, GA that is registered. We 
would transport it there to be relabeled and then return it per you approval. 

Is there a transportation protocol we can follow to satisfy transporting the material this distance? 

Regards, 

Chns 
Zoetis i Global Biodevices and Automation. 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 ! Mobile: 919.896 4633 ! christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

etls 
fOR AHIMAlS, fOH Hl:AHH. WR 
Please consider the enviromnent before pnntinc; this emoi/! Thunk vou 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, July 12, 2018 3:00 PM 
To: Sebley, Christopher H 
Subject: RE: Entry# U16-10064192 

Good afternoon, 

The product would need to be relabeled at a facility that is located near where the product is cu;rently being held 

(Marietta, GA). 
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Regards, 

\ 1,, 1 ii. Tomczak.kimbcrly@cpa.goY 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Thursday, July 12, 2018 2:58 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Entry# UlG-10064192 

Kimberly, 

Zoetis has a site in Kalamazoo MI that I have been told is an EPA registered site. I will find out the details and 
send them to you. 

Regards, 

Chris ,:,,H:, r 1 : : , ,,, 

Zoetis; Global Biodevices and Automation; 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 ! Mobile: 919.896 4633: christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

z:getis 
FOR ANIMALS. FO!{ HE Amt FOR YOU. 
Please consicler the environment he(nre printing this ernnil! Thank you. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, July 12, 2018 2:10 PM 
To: Sebley, Christopher H 
Cc: Doireann O'Brien 
Subject: RE: Entry# UlG-10064192 

Hi Christopher, 

If we were to allow you to relabel the product, where would the relabeling take place? The product would need to be 

relabeled in a EPA Registered Establishment. 

Thank you, 

l ( ( '~ : ' I ' ; '. · 
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From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Wednesday, July 11, 2018 8:45 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Doireann O'Brien <dobrien@medentech.com:> 
Subject: Re: Entry# U16-10064192 

Kimberly, 

We would get enough labels from the manufacturer that match the master label you have on file. They have revised the 
label recently to ensure they match. 

Regards, 
Chris Sebley 

Sent from my iPhone 

On Jul 11, 2018, at 8:38 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote: 

Hi Chris, 

If we allowed you to relabel this product, would you relabel using the last EPA registered label? 

Or were you looking to make a notification/amendment change to revise the label? 

Thank you, 

,,1 ~ \ ; 1 i ..... \ \ ti 

1 ,; , ,r , Tomczak.kimhcrly@cpa.go,, 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Friday, July 06, 2018 10:52 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Doireann O'Brien <dobrien@medentech.com> 
Subject: Re: Entry# U16-10064192 

8 



Good morning, 

The product is b_eing held in a Zoetis warehouse iri Marietta, GA. 

Regards, 
Chris Sebley 

Sent from my iPhone 

On Jul 6, 2018, at 5:32 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote: 

Good morning, 

We have received your email and are currently looking into your request. 

Where is this shipment currently being held? 

Thank you, 

l'i '·,It! :1I\ ' ! 1:, ,1 

; ', · l 1 'l'omczak. kimbcrJy(rt)cpa.goY 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Monday, July 02, 2018 3:31 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Doireann O'Brien <dobrien@medentech.com> 
Subject: Entry# U16-10064192 

Ms. Tomczak, 

I am following up on this container load that was refused entry. Entry# U16-10064192. 

MBL # HLCUDUB180400955 
CARTONS: 15 PALLETS/ 1200 CASES -ANTI BACTERIAL TABLETS 
ORIGIN - DUBLIN, IRELAND 
VSL: PHILADELPHIA EXPRESS 053W 
ETD: 415/18 
CONTAINER SIZE: CAIU9098991 - 40HC 
DESTINATION - CHARLESTON, SC 

1. In the latter part of May this container was trucked from the port to our warehouse in 
Marietta GA with no instructions surrounding the "bond" status accompanying it. The 
container was unloaded and placed in our stock. As of 6/29/18 the stock has been 

9 



placed on "hold". However in the interim 48 of the 1200 cases of product was shipped 
out to an end customer and consumed. 

2. The letter attached and a subsequent letter (0322 001) gave the options for 
destruction of the product or re-export and have the label issue resolved. We would 
prefer the option to re7export the product. Rather than ship the product back to the 
manufacturer in Ireland, can these cases be relabeled in an EPA registered facility here 
in the USA? 

Please let us know how to proceed. 

Regards, 

C:iHTS SebitJ i i'OCtli ,::~T(!Hl"li 

Zoetis / Global Biodevices and Automation! 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 I Mobile: 919.896 4633 i christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

<imageOOl.gif> 
P/ease cons1dPr the enviro11ment LiPfme pnntinq tt11s email! Thonk you. 
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Tomczak, Kimberly 

From: 
Sent: 
To: 
Cc: 
Subject: 

Kimberly, 

Sebley, Christopher H <christopher.sebley@zoetis.com> 
Wednesday, July 25, 2018 8:46 AM 
Tomczak, Kimberly 
'nroche@medentech.com' 
RE: Entry # U 16-10064192 

The importer of Record is Medentech Limited in Ireland. Address is Whitemill Industrial Estate, Wexford, 
Ireland. 

Medentech responded to your other request this morning with "we certainly have an authorised agent who acts 
for us in the US and our company has a registered address. However, we do not have a facility with an establishment 
number in the US which could be used for re-packing." 

Please let me know how you would like to proceed with this shipment. 

Regards, 

Chris ; ,, ,.r 
Zoetis / Global Biodevices and Automation: 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656; Mobile: 919 896 4633 'christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zgetls 
FOR ANIMAtS. FOH HtALrn vim 
Pleose consider the environment this emni/i Thunk ,;ou 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Tuesday, July 24, 2018 3:51 PM 
To: Sebley, Christopher H 
Subject: RE: Entry# UlG-10064192 

Hi Christopher, 

The Port of Charleston said they could extend the date. 

Who is the importer for this shipment? If the company is foreign based, is there a fadlity in the United States that 

represents the company? Where is the based at? 

1 



Regards, 

'\ { ,, f \ ': /< !l: l 1 

i. \ ·..,\ H !( it , \ 'I' 

J :i ,l}t · j.; 1. i{i./_ 

i li 
' ' 
}_' ; ll /.:\i- .l\.I; l ': \ t I 1;' '. \ \) 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Thursday, July 19, 2018 9:26 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: FW: Entry# UlG-10064192 
Importance: High 

Kimberly, 

Thank you for your help this morning. 

Please let me know if you are successful extending the Charleston CSP end-date of 7 /28/18 to match your 
end-date of 8/13/18. 

Regards, 

Chris ,<.:' .. I 

Zoetis I Global Biodevices and Automationi 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 r Mobile: 919.896 4633; christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zgetis 
FOR ANIMAtS, FOR HEAUH .. fOR 
Please consider the environment before printinq this emoil! rhanl< vou. 

From: Sebley, Christopher H 
Sent: Tuesday, July 17, 2018 3:11 PM 
To: Tomczak.kimberly@epa.gov 
Cc: Bucher, Art 
Subject: FW: Entry# U16-10064192 
Importance: High 

Kimberly, 

I was checking the EPA registry and found that the site currently storing the product in question is EPA 
registered. Is this sufficient to complete the re-labelling here? · 

Regards, 

Chds 
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Zoetis I Global Biodevices and Automation: 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656, Mobile: 919.896 4633: christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

z_getis 
fOR AHIMAtS. FOR HEALTH FOK vmr 
Pleuse 1..onsider the env;ronment before printmq !ht', enwi/1 !honk vou 
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From: Sebley, Christopher H 
Sent: Tuesday, July 17, 2018 8:49 AM 
To: 'Tomczak, Kimberly' 
Subject: RE: Entry# U16-10064192 

Kimberly, 

I have located a company that will re-label the product in the Atlanta area. 

PCA -Atlanta 
6300 Boat Rock Blvd 
Suite E 
Atlanta, GA 30336 

It is 24 miles from the current warehouse in Marietta GA (Zoetis Marietta Logistics Center, 1950 West Oak 
Circle, Marietta, GA) where the product is located. They will apply to become an EPA registered site to 
perform this work. 

Please let me know as soon as you can if this acceptable. If not I need to start the export process as Customs 
has a dead line of 7 /28/18 for this material to leave the country. 

Regards, 

Chris u, ,, 

Zoetis: Global Biodevices and Automation: 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 ! Mobile: 919.896 4633 1 christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zget,s 
FOR ANiMAli FOR Hf Al.Ht 
Please consider the environment before p11nt111q this emoi/1 Thon/< you 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, July 12, 2018 3:12 PM 
To: Sebley, Christopher H 
Subject: RE: Entry# U16-10064192 

Hi Chris, 

Unfortunately, the product would need to be relabeled at a facility that is located near where the product is currently 

being held (Marietta, GA). 
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Regards, 

h.\1::11, rh i.,, " 
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111 11 i Tomczak.kimbcrlycr,Jq>a.gm 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Thursday, July 12, 2018 3:05 PM 

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Entry# UlG-10064192 

Kimberly, 

The Kalamazoo site is the closest Zoetis site we have to the warehouse in Marietta, GA that is registered. We 
would transport it there to be relabeled and then return it per you approval. 

Is there a transportation protocol we can follow to satisfy transporting the material this distance? 

Regards, 

Zoetis i Global Biodevices and Automation; 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 1 Mobile: 919.896 4633 · christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zgetis 
FOR ANIMALS. FOR HEAtTH FOR 
Please consider the environment brfore pnnting rhis emoif! Thunk you. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, July 12, 2018 3:00 PM 
To: Sebley, Christopher H 
Subject: RE: Entry# U16-10064192 

Good afternoon, 

The product would need to be relabeled at a facility that is located near where the product is currently being held 

(Marietta, GA). 
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Regards, 

: 'l ,: I>' 

[ [: I, I I: • r()!ll('Zak.kimhcrly@cpa.gO\· 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com) 
Sent: Thursday, July 12, 2018 2:58 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Entry# UlG-10064192 

Kimberly, 

Zoetis has a site in Kalamazoo MI that I have been told is an EPA registered site. I will find out the details and 
send them to you. 

Regards, 

Chris 
Zoetis i Global Biodevices and Automation; 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656: Mobile: 919.896 4633, christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

z.getis 
FOR ANIMAlS,, fOR HEAlHf 
Please con,ider the Ptwironment hefore 1mntinq //us email! /nonk jiou 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
sent: Thursday, July 12, 2018 2:10 PM 
To: Sebley, Christopher H 
Cc: Doireann O'Brien 
Subject: RE: Entry# U16-10064192 

Hi Christopher, 

If we were to allow you to relabel the product, where would the relabeling take place? The product would need to be 

relabeled in a EPA Registered Establishment. 

Thank you, 
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From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Wednesday, July 11, 2018 8:45 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Doireann O'Brien <dobrien@medentech.com> · 
Subject: Re: Entry# UlG-10064192 

Kimberly, 

We would get enough labels from the manufacturer that match the master label you have on file. They have revised the 
label recently to ensure they match. 

Regards, 
Chris Sebley 

Sent from my iPhone 

On Jul 11, 2018, at 8:38 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote: 

Hi Chris, 

If we allowed you to relabel this product, would you relabel using the last EPA registered label? 

Or were you looking to make a notification/amendment change to revise the label? 

Thank you, 

l\,l!\l! !1 ! i,. : i ,:1 :' /,;[ ,\l"l •. ;\i\ ,' 

l ~"', .! l \ l; , .. : ; : ; :. , ; j ] :.: r :,I 1. • ( · i \ '. '1 i \ 

I 1" , 1; Tomczak. kimbcrly(li)cpa.gm· 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Friday, July 06, 2018 10:52 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Doireann O'Brien <dobrien@medentech.com> 
Subject: Re: Entry# UlG-10064192 
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Good morning, 

The product is being held in a Zoetis warehouse in Marietta, GA. 

Regards, 
Chris Sebley 

Sent from my iPhone 

On Jul 6, 2018, at 5:32 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote: 

Good morning, 

We have received your email and are currently looking into your request. 

Where is this shipment currently being held? 

Thank you, 

; '' ,, 
\ H , ' ·· ~ 

! '!., :. Tomczak.kimbcrly({l\·pa.gm· 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Monday, July 02, 2018 3:31 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Doireann O'Brien <dobrien@medentech.com> 
Subject: Entry# UlG-10064192 

Ms. Tomczak, 

I am following up on this container load that was refused entry. Entry# UlG-10064192. 

MBL # HLCUDUB180400955 
CARTONS: 15 PALLETS / 1200 CASES - ANTI BACTERIAL TABLETS 
ORIGIN - DUBLIN, IRELAND 
VSL: PHILADELPHIA EXPRESS 053W 
ETD: 415/18 
CONTAINER SIZE: CAIU9098991 -40HC 
DESTINATION - CHARLESTON, SC 

1. In the latter part of May this container was trucked from the port to our warehouse in 
Marietta GA with no instructions surrounding the "bond" status accompanying it. The 
container was unloaded and placed in our stock. As of 6/29/18 the stock has been 

9 



placed on "hold". However in the interim 48 of the 1200 cases of product was shipped 
out to an end customer and consumed. 

2. The letter attached and a subsequent letter (0322 001) gave the options for 
destruction of the product or re-export and have the label issue resolved. We would 
prefer the option to re-export the product. Rather than ship the product back to the 
manufacturer in Ireland, can these cases be relabeled in an EPA registered facility here 
in the USA? 

Please let us know how to proceed. 

Regards, 

H., J. kll(; 'C-~i 

Zoetis, Global Biodevices and Automation! 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656: Mobile: 919.896 4633 I christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

<imageOOl.gif> 
Please consider the environment hefore printing this ernoi/1 Thonk you. 
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Tomczak. Kimberly 

From: 
Sent: 
To: 
Subject: 

Kimberly, 

Sebley, Christopher H < christopher.sebley@zoetis.com > 

Wednesday, July 25, 2018 4:26 PM 
Tomczak, Kimberly 
RE: Entry # U 16-10064192 

This is good news that we can re-label in the USA. 

We would like to use the Zoetis Marietta Logistics Center EPA Registry ID: 110070021744. Details below. The 
product is also located here and is "on-hold". 

Regards, 

Zoetis • Global Biodevices and Automation, 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656: Mobile: 919.896 4633 'christopher.sebley@zoetiscom 
Visit Us: zoetis.com/poultry 

zgetis 
FOR ANIMAtS. FOR HEAUl{ FOR VOil 
Please consider the environment before printing this ernoi/1 Thonk vou 
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From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, July 25, 2018 1:02 PM 
To: Sebley, Christopher H 

. Subject: RE: Entry# UlG-10064192 

Hi Chris, 

We will allow you to relabel the product under a Stop, Sale Order. Can you provide me with the name and establishment 
number for the facility you plan to relabel at? 

Once the Order is issued, you will be allowed to move and relabel the product. At this time, the product is to remain 
where it is currently located. 

Thank you, 
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From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Tuesday, July 24, 2018 4:36 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Entry# UlG-10064192 

Kimberly, 

That is good news on the extension. 

I have asked the questions below to the supplier, Medentech, in Ireland and will let you know their response. 

Regards, 

Zoetis I Global Biodevices and Automation 1 1040 Swabia Ct, Durham, NC 27703 USA 
· Office: 919.314.2656 i Mobile: 919.896 4633 • christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultiy 

~.et,.s 
FOR ANiMAlS, FOR Hf.AlHt 
Please consider the environment hefore printinq this emni/1 Thank you 
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From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Tuesday, July 24, 2018 3:51 PM 
To: Sebley, Christopher H · 
Subject: RE: Entry# U16-10064192 

Hi Christopher, 

The Port of Charleston said they could extend the date. 

Who is the importer for this shipment? If the company is foreign based, is there a facility in the United States that 
represents the company? Where is the based at? 

Regards, 

I'··~:::; i ,1 1 t \ ( i; 1 :: , : h. ; ; f ., 

! !i\ j :,l.l!:1·. li: ii 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Thursday, July 19, 2018 9:26 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: FW: Entry# UlG-10064192 
Importance: High 

Kimberly, 

Thank you for your help this morning. 

Please let me know if you are successful extending the Charleston CBP end-date of 7 /28/18 to match your 
end-date of 8/13/18. 

Regards, 

Zoetis; Global Biodevices and Automation: 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656, Mobile: 919.896 4633 ~ christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zgetis 
FOR ANIMALS, 
Please consider the envm,nment bPfnre printin() thi~ emoil! Thon!< vou 
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From: Sebley, Christopher H 
Sent: Tuesday, July 17, 2018 3:11 PM 
To: Tomczak.kimberly@epa.gov 
Cc: Bucher, Art 
Subject: FW: Entry# UlG-10064192 
Importance: High 

Kimberly, 

I was checking the EPA registry and found that the site currently storing the product in question is EPA 
registered. Is this sufficient to complete the re-labelling here? 

Regards, 

Chris ; . f•Jlar· . r'H:t 
Zoetis ! Global Biodevices and Automation! 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 1 Mobile: 919.896 4633 i christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zgeti 
FOR ANIMALS. fOR Hf AlHt HJR 
Pleose consider the environnwnt before printinu thi.s emoi/1 Thon!< vou. 
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Regards, 

; /;{ l 

.',/ i ',j ';, \ ' \ ! i. ! 'i: 

I t, , i · 'l 'omczak.kimbcrly@cpa.gm 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Thursday, July 12, 2018 3:05 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Entry# UlG-10064192 

Kimberly, 

The Kalamazoo site is the closest Zoetis site we have to the warehouse in Marietta, GA that is registered. We 
would transport it there to be relabeled and then return it per you approval. 

Is there a transportation protocol we can follow to satisfy transporting the material this distance? 

Regards, 

Chris Setiiey ! 
Zoetis I Global Biodevices and Automation 1 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 ! Mobile: 919.896 4633, christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zget,s 
FOR ANIMAtS. FOR HfM:fH 
Pleose conside1 the environment lJefore pr111t1nq this email! T/Jank you. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
sent: Thursday, July 12, 2018 3:00 PM 
To: Sebley, Christopher H 
Subject: RE: Entry# UlG-10064192 

Good afternoon, 

The product would need to be relabeled at a facility that is located near where the product is currently being held 

{Marietta, GA). 
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Regards, 

\i ),)i 

•,',' \I, 

l :,,.:;,. Tomczak.kimhcrly<iilcpa.gov 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Thursday, July 12, 2018 2:58 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Entry# U16-10064192 

Kimberly, 

Zoetis has a site in Kalamazoo MI that I have been told is an EPA registered site. I will find out the details and 
send them to you. 

Regards, 

C.hris 
Zoetis ! Global Biodevices and Automation 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 1 Mobile: 919.896 4633: christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

et,s 
FOR ANIMALS. FOR HEALTH. 
Please consider the environrnent before printing this ernai/! l/Jank you. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, July 12, 2018 2: 10 PM 
To: Sebley, Christopher H 
Cc: Doireann O'Brien 
Subject: RE: Entry# U16-10064192 

NUT I::. 

Hi Christopher, 

If we were to allow you to relabel the product, where would the relabeling take place? The product would need to be 
relabeled in a EPA Registered Establishment. 

Thank you, 

9 
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From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Wednesday, July 11, 2018 8:45 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Doireann O'Brien <dobrien@medentech.com> 
Subject: Re: Entry# UlG-10064192 

Kimberly, 

We would get enough labels from the manufacturer that match the master label you have on file. They have revised the 
label recently to ensure they match. 

Regards, 
Chris Sebley 

Sent from my iPhone 

On Jul 11, 2018, at 8:38 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote: 

Hi Chris, 

If we allowed you to relabel this product, would you relabel using the last EPA registered label? 

Or were you looking to make a notification/amendment change to revise the label? 

Thank you, 

11:;:( t '.'. !, •",1\) 1 '. ii: •,,; !( ;;i\,1 
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·. ; 11.,: i Tomczak.kimbcrly(ii)cpa.gm: 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Friday, July 06, 2018 10:52 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Doireann O'Brien <dobrien@medentech.com> 
Subject: Re: Entry# UlG-10064192 

10 



Good morning, 

The product is being held in a Zoetis warehouse in Marietta, GA. 

Regards, 
Chris Sebley 

Sent from my iPhone 

On Jul 6, 2018, at 5:32 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote: 

Good morning, 

We have received your email and are currently looking into your request. 

Where is this shipment currently being held? 

Thank you, 

,· . 
i\, l \Ii 1 ;t,; I\ 

'), 1 

· •" , Tomczak.kimbcrlyvilcpa.go\' 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Monday, July 02, 2018 3:31 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Doireann O'Brien <dobrien@medentech.com> 
Subject: Entry# U16-10064192 

Ms. Tomczak, 

I am following up on this container load that was refused entry. Entry# U16-10064192. 

MBL # HLCUDUB180400955 
CARTONS: 15 PALLETS/ 1200 CASES-ANTI BACTERIAL TABLETS 
ORIGIN - DUBLIN, IRELAND 
VSL: PHILADELPHIA EXPRESS 053W 
ETD: 415/18 
CONTAINER SIZE: CAIU9098991 - 40HC 
DESTINATION - CHARLESTON, SC 

1. In the latter part of May this container was trucked from the port to our warehouse in 
Marietta GA with no instructions surrounding the "bond" status accompanying it. The 
container was unloaded and placed in our stock. As of 6/29/18 the stock has been 

11 



placed on "hold". However in the interim 48 of the 1200 cases of product was shipped 
out to an end customer and consumed. 

2. The letter attached and a subsequent letter (0322 001) gave the options for 
destruction of the product or re-export and have the label issue resolved. We would 
prefer the option to re-export the product. Rather than ship the product back to the 
manufacturer in Ireland, can these cases be relabeled in an EPA registered facility here 
in the USA? 

Please let us know how to proceed. 

Regards, 

,,' ! ii 

Zoetis i Global Biodevices and Automation! 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 i Mobile: 919.896 4633 1 christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

<imageOOl.gif> 
Please consider the environment lie/ore printing this email' Thank vou. 
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Tomczak, Kimberly 

From: 
Sent: 

Jim Fazal <jfazal@americancargoexpress.com> 
Wednesday, August 08, 2018 5:07 PM 

To: 
Cc: 

Tomczak, Kimberly; 'AHANLEY@MEDENTECH.COM'; Miguel Rivera 
Bauman, Michael;·Ho, Kanoelehua; Jim Fazal 

Subject: RE: Entry Number U16-10084042 

Officer Tomczak, 

Here is the information you requested .... 

Label 2-20-609H is the tub label only. 
Label 2-20-766D is the outer carton label only. 

Container is at the terminal in Charleston SC waiting for custom release .... 

Hope this help! 

From: Jim Fazal 
Sent: Wednesday, August 08, 2018 4:53 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>; 

Miguel Rivera <mrivera@AmericanCargoExpress.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Jim Fazal 
<jfazal@americancargoexpress.com> 
Subject: RE: Entry Number UlG-10084042 

Hello, 

The information below has been requested from the importer .... As per our conversation please see additional 

information attached .... 

I will have an answer for you first thing tomorrow am ... 

Thank you so much for your help! 

From: Tomczak, Kimberly <Tomczak.Kirri_l>_erly@epcJ.gov> 
Sent: Wednesday, August 08, 2018 4:41 PM 
To: Jim Fazal <if_azal@americancargoexpr~ss.com>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>; 

Miguel Rivera <mrivera@AmericanCargoExpress.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <j1o.kanoelehua@epa.gov> 

Subject: RE: Entry Number U16-10084042 

Hi Jim, 

Where is this product currently located? In addition, the label you uploaded includes two labels, a full label and a front 

label. Are both labels affixed to the outside of the container? 

1 



Thank you for your patience with this entry. 

Regards, 

h. 1 i) ! l ,1_ ] i ~ ' ,j ! ,. 
f '·, l., \ :!(}!] 1\{ '.ii;•; " ,, 
{ " : '·. ) I '., ~ °' \ ! 
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From: Jim Fazal [mailto:jfazal@americancargoexpress.com] 
Sent: Tuesday, August 07, 2018 5:26 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>; 
Miguel Rivera <mrivera@AmericanCargoExpress.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Jim Fazal 
<jfaza l@a merica nca rgoexpress.com> 
Subject: RE: Entry Number UlG-10084042 

Hello, 

As per your request the entry has been update and the net weight in the PDA Data should match now .... Thank you! 

From: Tomczak, Kimberly <Tomczak.Kimberly@~~QY> 
Sent: Tuesday, August 07, 2018 4:50 PM 
To: Jim Fazal <ifu_~al@americancargoexpress.com>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>; 
Miguel Rivera <mrivera@AmericanCargoExpress.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoel~hua@epa.gov> 
Subject: RE: Entry Number UlG-10084042 

Hi Jim, 

The entry now contains the correct labels. Thank you for uploading them. 

The net weight in the PGA Data is incorrect. The net weight on the product label is different from the net weight in the 

PGA Data. 

Please let me know once the entry has been revised. 

Regards, 

,,; I·.,,··\,,· 

i .1,,;,,1· ·1·01m·/ak.kimbcrl:rri\Jla.g<.~' 
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From: Jim Fazal [mailto:jfazal@americancargoexpress.con:i_] 
Sent: Tuesday, August 07, 2018 2:38 PM 

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>; 
Miguel Rivera <mrivera@AmericanCargoExpress.com> 

Cc: Bauman, Michael <bauman.michael@epa.gQy>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Entry Number U16-10084042 

Hello Officer Tomczak, 

I was able to get better copies from the importer .... Hope this helps .... I also uploaded in DIS ... 

From: Jim Fazal 
Sent: Tuesday, August 07, 2018 1:08 PM 
To: Tomczak, Kimberly <Tomczak.Kim_berly@epa.gov>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>; 
Miguel Rivera <mrivera@AmericanCi!illoE~ss.com> 

. Cc: Bauman, Michael <bauman.michael@epa.go"'.>; Ho, Kanoelehua <_tlo.kanoelehua@epa.gov> 
Subject: RE: Entry Number U16-10084042 

Good afternoon Officer, 

I uploaded the labels in DIS again, it should be ok now .... Kindly advice if all in order? 

Sorry for the trouble! 

Thank you, 
Jim 

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Sent: Tuesday, August 07, 2018 11:09 AM 
To: Jim Fazal <ifazal@americancargoexpress.com>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>; 

Miguel Rivera <mrivera@AmericanCargoExpress.con:i_> 

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Entry Number U16-10084042 

Hi Jim, 

The labels that were uploaded do not include the full label. 

Please let me know once the full label is uploaded. 

Thank you, 
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From: Jim Fazal [mailto:jfazal@americancawexpress.col__l_J_] 
Sent: Tuesday, August 07, 2018 9:39 AM 

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>; 
Miguel Rivera <mrivera@AmericanCargoExpress.co11}> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <]1o.kanoelehua@epa.gov>; Jim Fazal 
<jfazal@americancargoexpress.com>· 
Subject: RE: Entry Number UlG-10084042 

Good morning, 

Labels were uploaded to DIS and successfully received .... Please see attached ... 

From: Tomczak, Kimberly <Tomczak.Kimberly@e_Q_~,Y> 

Sent: Tuesday, August 07, 2018 9:20 AM 
To: Jim Fazal <ifazal@americancargoexpress.com>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>; 
Miguel Rivera <mrivera@AmericanCargoExpress.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Entry Number UlG-10084042 

Good morning, 

Copies of the labels that are affixed to the containers/cases will need to be uploaded to DIS in ACE. 

Please upload the labels by COB today. 

Thank you, 

~'<, \ \ \ l : j \ ; 

l 1 ! t I ! [ I\ , ! \ ) i .. J ( ) ' .. ~ j;, 

From: Jim Fazal [mailto:jfazal@americancargoexpress.com] 

Sent: Monday, August 06, 2018 4:33 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@e~~>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>; 

Miguel Rivera <mrivera@AmericanCargoExpress.<;:_Q.IIJ.> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Jim Fazal 

<jfazal@americancargoexpress.co1JJ.> 
Subject: RE: Entry Number UlG-10084042 

Hello Officer Tomczak, 

I am following up on my email below .... kindly advice if labels below are sufficient enough to release our shipment. 

Thank you 
Jim 
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Pis note labels were also uploaded in DIS .... 

From: Jim Fazal 

Sent: Friday, August 03, 2018 4:58 PM 

To: 'Tomczak, Kimberly' <Tomczak.Kimber1'L@fil:,a.gov>; 'AHANLEY@MEDENTECH.COM' 

<A~ANLEY@M~DENT
1

ECH.COM>; Miguel Rivera <mrivera@AmericanCargoExpress.com> 

C~f: Bauman, ~,chael <bauman.michae~:.W-~>; 'Ho, Kanoelehua' <!10.kanoelehua@epa.gov>; Jim Fazal 
<1 azal@amencancargoexpress.com> 
Subject: RE: Entry Number UlG-10084042 

Good afternoon, 

Below has been uploade,d to DIS ... hope it is sufficient ... 
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Sent: Friday, August 03, 2018 3:15 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; AHANLEY@MEDENTECH.COM; Miguel Rivera 
<mrivera@AmericanCargoExpress.co1J:l> 

Cc: Bauman, Michael <_bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Entry Number UlG-10084042 

Good afternoon Officer, 
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As per your request the net weight in PGA Data has ben updated and documents were uploaded to DIS. 

Hope all is sufficient. 

Thank you, 

Jim Fazal 

From: Tomczak, Kimberly <Tomczak.Kimberly@e2_q_,_g_9._y_> 
Sent: Friday, August 03, 2018 2:58 PM 
To: AHANLEY@MEDENTECH.COM; Jim Fazal <ifaza~~ricancargoexpress.com>; Miguel Rivera 

<mrivera@AmericanCargoEEJ...ress.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: Entry Number U16-10084042 

Good afternoon, 

For entry number U 16-10084042, please address the following point(s) within 72 hours for the review of the entry: 

• Please upload a legible label to DIS; 
• Incorrect net weight in PGA Data. 

The status of the entry should remain "hold intact" until the above mentioned issues have been resolved or additional 
information is provided. If you have questions or would like additional information regarding this shipment, I may be 
contacted by phone or email (see below). 

Regards, 

h,.llt!l.11. \ l ',jj :/.,,.:Ji• j, i;i(·,' 

1 1 I ! , ,1 ",. 1 l 1 ,"'i; ~ \ \ 1, r 1,, 1r. 

!, 
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Tomczak, Kimberly 

From: 
Sent: 
To: 
Cc: 

Nicola Roche <nroche@medentech.com> 
Tuesday, August 14, 2018 4:15 AM 
Tomczak, Kimberly; Sebley, Christopher H 
Bauman, Michael; Ho, Kanoelehua 

Subject: RE: Zoetis 

Good morning Kimberly, 
Thank you for the report and your guidance, we will update all labels as per your request. 

Kind regards 
Nicola 

Nicola ROCHE 

ntocr~et{Urrlledentecn,(.nrn 
fv~/ ~·353 .86 80.~_-;. 9"::{80 r; ~{~i .. :- S. J .1 

""'k . "' ers1a.~, 
I,: 'I 1·· 

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Sent: Monday 13 August 2018 19:58 
To: Sebley, Christopher H <christopher.sebley@zoetis.com>; Nicola Roche <nroche@medentech.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 

Subject: Zoetis 
Importance: High 

Good afternoon, 

Attached you will find the Stop, Sale Order for the two imported Medentech shipments. 

Please let me know if you have any questions. 

Regards, 

J;: \ 

[ ) i t • l ! ~. I, j f ] ; I , ·: \ ', , I , \; 
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Tomczak, Kimberly 

From: 
Sent: 
To: 
Subject: 

Kimberly, 

Sebley, Christopher H <christopher.sebley@zoetis.com> 
Friday, August 03, 2018 10:58 AM 
Tomczak, Kimberly 
RE: Entry # U 16-10064192 

Yes I have contacted Contrpac Inc., and they have provided a quote to me for the re-labelling work. I have 
explained the nature of the product and they are ok with performing this task. 

I explained that we will need photographs and/ or an on-site visit from the EPA or their representative. 

Regards, 

Chris 
Zoetis ; Global Biodevices and Automation[ 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656; Mobile: 919.896 4633 i christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

z.get,s 
fOR ANIMAtS. FOR HEALTH. H)R 
Please consider the environment before printinq this emoil ! Thoni< vou 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Friday, August 03, 2018 10:53 AM 
To: Sebley, Christopher H 
Subject: RE: Entry# UlG-10064192 

Hi Chris, 

Is Contrapac, Inc. aware that you plan to relabel the product there and are they okay that you are taking it there? 

Thank you, 

11 ",: 

l ! ; ; ';' . " .. · 
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From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 

Sent: Friday, August 03, 2018 8:54 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Entry# U16-10064192 

Kimberly, 

This arrived at the Marietta, GA warehouse on 5/15 and was received into our inventory system on 5/29. 

Regards, 

Chris 
Zoetis I Global Biodevices and Automation, 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 ' Mobile: 919.896 4633, christopher sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

etls 
FOR ANIMAlS, FOU HE Al Ht FOR VO!J. 
Please consider the enviromnent before print,nq this email: Thon!< vou. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Friday, August 03, 2018 7:08 AM 
To: Sebley, Christopher H 
Subject: RE: Entry # U16-10064192 

Hi Chris, 

What was the date the lnovotabs were transported to Zoetis's facility in Marietta, Georgia from the Port? 

Thank you, 

l \"i i ; i \ \ I ;, ' : \ I ? !, i t '· ~ : '. ' ! \ '. . '. 

J. } \. ''. ~ j ( \ I \. \ '....'I I, ' ( 1 : ' 

ii;,)!1 I 11ii1, ,,,l 1·.\t '!1< l :·t. • 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Wednesday, August 01, 2018 4:37 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Entry# U16-10064192 

2 



Kimberly, 

The label is on the case. The product arrived at the port of Charleston on April 27th 2018. 

Regards, 

Chns ,r.·:,r, :,' 

Zoetis ! Global Biodevices and Automation, 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 • Mobile: 919.896 4633, christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

z.get1s 
FOR AH!MAlS. FOR HEALTH. fOR YOU. 
Please consider the environment before pnntinq this emo//1 Thcrnl< vou 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, August 01, 2018 3:57 PM 
To: Sebley, Christopher H 
Subject: RE: Entry# U16-10064192 

NOTICE 

Hi Chris, 

Is the label on the case and the plastic tubs? Or just the case? 

In addition, when did the product arrive at the port? 

Thank you for the information. 

Regards, 

I\.1;; )( ! \' · : ! I;' / : ! 

l •.,_ l · l i \ 1 ~ ) l i i ! i t.. i ! ,. ; l i i ' 

I 1• 1;11; Tomczak.kimhcrly@cpa.gm· 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Wednesday, August 01, 2018 2:29 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Entry# U16-10064192 

Kimberly, 
3 



Each case weighs 23.2 lb. (10.5 kilograms). The case is cardboard and contains 2 plastic tubs. 

Thanks, 

Chris i\/1;1:, 

Zoetis, Global Biodevices and Automation, 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 i Mobile: 919.896 4633, christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

z.getis 
FOR ANlMAlS. FOP. 
Please consider the environment before printmq tl1i'> emoi/1 rhonk you. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, August 01, 2018 12:58 PM 
To: Sebley, Christopher H 
Subject: RE: Entry# U16-10064192 

NOTICE· 

Hi Chris, 

What is the weight of the containers you are holding? Are they supersacks, containers or drums? 

Just want to make sure I get the correct information in the Stop, Sale Order. 

Thank you, 

i.',··,i\, 

t.' f !· I , I ( "'; • ~., \ \ "; : ( ;, ): . ( /, 

l')\, )',; . : ,; ) 

: r. : . 'rornczak.kimbcrly@cpa.gov 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 

Sent: Thursday, July 26, 2018 4:12 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Entry# UlG-10064192 

Kimberly, 

I have located a company in the Atlanta area with EPA Establishment#: 52270-GA-01 that I will use to re
label the product. 

4 



Contrapac Inc 
Labeling Location: 675 Great Southwest Parkway, Atlanta, GA 30336 
EPA Est. Number: 52270-GA-01 

It is located 25 miles from the current location of the product in Marietta, GA. 

Please let me know if this is acceptable? 

Regards, 

Zoetis; Global Biodevices and Automation, 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 1 Mobile: 919.896 4633.christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zgetis 
fOR ANiMAI S. tOR Hl:AlHt FOR 
Please consider Uie em11ronment before printfr19 this ernoil! Thank vou. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, July 25, 2018 4:28 PM 
To: Sebley, Christopher H 
Subject: RE: Entry# U16-10064192 

hlOT,ICE· 

Hi Chris, 

Do you have the EPA Establishment Number for the facility? I'm not familiar with the EPA Registry ID. 

Thank you, 

l<, .':(11\ 

; l, 1 • i, I. cl 'omczak.kimhcrly(t[\_;pa.gO\" 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Wednesday, July 25, 2018 4:26 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Entry# UlG-10064192 

Kimberly, 

5 



This is good news that we can re-label in the USA. 

We would like to use the Zoetis Marietta Logistics Center EPA Registry ID: 110070021744. Details below. The 
product is also located here and is "on-hold". 

Regards, 

SebiH_V ,r:1 

Zoetis, Global Biodevices and Automation 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 i Mobile: 919.896 4633 christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zgetis 
FOR ANIMAtS. FOR HF.AlHt 
Please consider the environment t;,rfore pnnt1nq this emoi/1 T/wnk you 

6 
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From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, July 25, 2018 1:02 PM 
To: Sebley, Christopher H 
Subject: RE: Entry# U16-10064192 

Hi Chris, 

We will allow you to relabel the product under a Stop, Sale Order. Can you provide me with the name and establishment 
number for the facility you plan to relabel at? 

Once the Order is issued, you will be allowed to move and relabel the product. At this time, the product is to remain 
where it is currently located. 

Thank you, 

l °'; l· t 1 \ 11·1 ;1 t j 11, ! : 1, ii I >1 :1 i, ·r ·j :; ii, 

\i1,··./j1 '.i.i('", \,.'}l'I 11;1; 

I, I : ; ( i ,, ', ' ~: } . ' ( ) \ 

l ; '!.11:·. romczak.kimbcrly(11\,pa.go,· 

1' '!: 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Tuesday, July 24, 2018 4:36 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Entry# UlG-10064192 

Kimberly, 

That is good news on the extension. 

I have asked the questions below to the supplier, Medentech, in Ireland and will let you know their response. 

Regards; 

Chris Seble,1 · ,, ,\,': 0,i ri.•,,· :' 
Zoetis i Global Biodevices and Automation, 1040 Swabia Ct. Durham, NC 27703 USA 
Office: 919.314.2656, Mobile: 919.896 4633 · christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zgetis 
FOR .ANlMAlS. Hf ~,t 
Please consider the c1wjronrnent before pnnUnrJ tlm email! rJwnk you. 

8 



From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Tuesday, July 24, 2018 3:51 PM 
To: Sebley, Christopher H 
Subject: RE: Entry# U16-10064192 

Hi Christopher, 

The Port of Charleston said they could extend the date. 

Who is the importer for this shipment? If the company is foreign based, is there a facility in the United States that 
represents the company? Where is the based at? 

Regards, 

l ;J\]1l 1i]l;i•: \: 1'. l t' 111: )i,1 I \, ), ;II 

i / l i·, }J."- \ (; I , ,.; \ \ j 

'! !',' ll. Hf ! 1( '._'·,,I;;~' 

! ~, 1.11 i. 'romczak.kimbcrly<i1\.:pa.gov 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Thursday, July 19, 2018 9:26 AM 
To: Tomczak, Kimberly <Tornczak.Kimberly@epa.gov> 
Subject: FW: Entry# UlG-10064192 
Importance: High 

Kimberly, 

Thank you for your help this morning. 

Please let me know if you are successful extending the Charleston CBP end-date of 7/28/18 to match your 
end-date of 8/13/18. 

Regards, 

c.:nrhs ~;ebh.,:y '. )(J~·1;·, 

Zoetis I Global Biodevices and Automation. 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 · Mobile: 919.896 4633 christopher.sebley@zoetis.com 
Visit Us: zoetis.corn/poultry 

zgetfs 
FOR ANIMALS. FOR 
Please consider the ?nv1ronment before µnntiliq tlw; crnoJil Tlwni< vou. 
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From: Sebley, Christopher H 
Sent: Tuesday, July 17, 2018 3:11 PM 
To: Tomczak.kimberly@epa.gov 
Cc: Bucher, Art 
Subject: FW: Entry# U16-10064192 
Importance: High 

Kimberly, 

I was checking the EPA registry and found that the site currently storing the product in question is EPA 
registered. Is this sufficient to complete the re-labelling here? 

Regards, 

Chris 
Zoetis, Global Biodevices and Automation 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656, Mobile: 919.896 4633 i christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

z.getis 
FOR ANIMALS. FOH HEAllH. fOR YOil. 
Please consider the environment before printinq this emoil! rhonk you. 

10 
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From: Sebley, Christopher H 
Sent: Tuesday, July 17, 2018 8:49 AM 
To: 'Tomczak, Kimberly' 
Subject: RE: Entry# U16-10064192 

Kimberly, 

I have located a company that will re-label the product in the Atlanta area. 

PCA -Atlanta 
6300 Boat Rock Blvd 
Suite E 
Atlanta, GA 30336 

It is ;1.4 miles from the current warehouse in Marietta GA (Zoetis Marietta Logistics Center, 1950 West Oak 
Circle, Marietta, GA) where the product is located. They will apply to become an EPA registered site to 
perform this ·vork. 

Please let me know as soon as you can if this acceptable. If not I need to start the export process as Customs 
has a dead line of 7 /28/ 18 for this material to leave the country. 

Regards, 

Chris Se:b!ey i Vi ,·,, 11:0 1·t 

Zoetis i Global Biodevices and Automation: 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656: Mobile: 919.896 4633, christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

z.getis 
FOR ANIMALS. FOR HtAlTH. 
Please conside1 the environrncnr hefore printin1; this emoi/! Thunk you. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, July 12, 2018 3:12 PM 
To: Sebley, Christopher H 
Subject: RE: Entry# U16-10064192 

;,:OTICE 

Hi Chris, 

Unfortunately, the product would need to be relabeled at a facility that is located near where the product is currently 

being held (Marietta, GA}. 

12 



Regards, 

I l \ l I < ' ; I i : '. \ ' I ~ ' ' 

( : i ;·,: \ '!; ·:,· .~ \ : ~ i 11,\\;' 

/)/ 
. (i:' 

. i · 'l 'omczak.kimbcrly(f1\:pa .gm· 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Thursday, July 12, 2018 3:05 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Entry# U16-10064192 

Kimberly, 

The Kalamazoo site is the dosest Zoetis site we have to the warehouse in Marietta, GA that is registered. We 
would transport it there to be relabeled and then return it per you approval. 

Is there a transportation protocol we can follow to satisfy transporting the material this distance? 

Regards, 

Chns 
Zoetis i Global Biodevices and Automationi 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656: Mobile: 919.896 4633 i christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

~etis 
FOR ANIMALS .. FOR HEAlHt FOH YOU. 
Please consider tfw environrnent before printing this erncul! lhank you. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
sent: Thursday, July 12, 2018 3:00 PM 
To: Sebley, Christopher H 
Subject: RE: Entry# U16-10064192 

Good afternoon, 

The product would need to be relabeled at a facility that is located near where the product is currently being held 

(Marietta, GA). 

13 



Regards, 

' l ]\ :'.i i1l(\':il 
1 

( 

: ,'i,: · Tomczak.kimbcrlyCit)cpa.gnv 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Thursday, July 12, 2018 2:58 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Entry# UlG-10064192 

Kimberly, 

Zoetis has a site in Kalamazoo MI that I have been told is an EPA registered site. I will find out the details and 
send them to you. 

Regards, 

Chris Sebley I S<jnic)1 !\;i;:11cicH·t .,1: ,l ,' 

Zoetis ,. Global Biodevices and Automation: 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656: Mobile: 919.896 4633 christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zgetis 
fOR ANIMAtS. FOR !UAUH .. fOR YOtL 
Please consider thP environrnent before printinq t/11s ernoi/! Thunk you. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, July 12, 2018 2: 10 PM 
To: Sebley, Christopher H 
Cc: Doireann O'Brien 
Subject: RE: Entry# UlG-10064192 

Hi Christopher, 

If we were to allow you to relabel the product, where would the relabeling take place? The product would need to be 
relabeled in a EPA Registered Establishment. 

Thank you, 
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From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com) 
Sent: Wednesday, July 11, 2018 8:45 AM · 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Doireann O'Brien <dobrien@medentech.com> 
Subject: Re: Entry# UlG-10064192 

Kimberly, 

We would get enough labels from the manufacturer that match the master label you have on file. They have revised the 
label recently to ensure they match. 

Regards, 
Chris Sebley 

Sent from my iPhone 

On Jul 11, 2018, at 8:38 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote: 

Hi Chris, 

If we allowed you to relabel this product, would you relabel using the last EPA registered label? 

Or were you looking to make a notification/amendment change to revise the label? 

Thank you, 

'.'.•I,(-, ;',! ': \. 

\ '~; j ,.: \ .: ;j) 

)', ii 

' '''I\ \ ,,.,· Jll) 

i .1, ,.1,, Tomczak.kimhcrly(1/lcpa.gov 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com) 
Sent: Friday, July 06, 2018 10:52 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Doireann O'Brien <dobrien@medentech.com> 
Subject: Re: Entry# UlG-10064192 
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Good morning, 

The product is being held in a Zoetis warehouse in Marietta, GA. 

Regards, 
Chris Sebley 

Sent from my iPhone 

On Jul 6, 2018, at 5:32 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote: 

Good morning, 

We have received your email and are currently looking into your request. 

Where is this shipment currently being held? 

Thank you, 

:i·- ;)f' i:''.l; 

I I 
l,.\i•.' 

' I I I l: •,'\,)', \./1, ;!,< 

, 1; Tomczak.kiml>cdv(i:i\:pa.go,· 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Monday, July 02, 2018 3:31 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Doireann O'Brien <dobrien@medentech.com> 
Subject: Entry# U16-10064192 

Ms. Tomczak, 

I am following up on this container load that was refused entry. Entry# U16-10064192. 

MBL # HLCUDUB180400955 
CARTONS: 15 PALLETS / 1200 CASES - ANTI BACTERIAL TABLETS 
ORIGIN - DUBLIN, IRELAND 
VSL: PHILADELPHIA EXPRESS 053W 
ETD: 415/18 
CONTAINER SIZE: CAIU9098991 - 40HC 
DESTINATION - CHARLESTON, SC 

1. In the latter part of May this container was trucked from the port to our warehouse in 
Marietta GA with no instructions surrounding the "bond" status accompanying it. The 
container was unloaded and placed in our stock. As of 6/29/18 the stock has been 
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placed on "hold". However in the interim 48 of the 1200 cases of product was shipped 
out to an end customer and consumed. 

2. The letter attached and a subsequent letter (0322 001) gave the options for 
destruction of the product or re-export and have the label issue resolved. We would 
prefer the option to re-export the product. Rather than ship the product back to the 
manufacturer in Ireland, can these cases be relabeled in an EPA registered facility here 
in the USA? 

Please let us know how to proceed. 

Regards, 

Zoetis I Global Biodevices and Automation! 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656: Mobile: 919.896 4633 i christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

<imageOOl.gif> 
Piecrse cons1cfe1 t:he environment before pnntinu 1h1s ernwff Thon/, you 
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Tomczak. Kimberly 

From: 
Sent: 
To: 

Jim Fazal <jfazal@americancargoexpress.com> 

Wednesday, August 29, 2018 4:05 PM 
Tomczak, Kimberly 

Cc: Rosemary Lewis 
Subject: RE: Entry Number U16-10084042 

As per your request this was moved to Contrapac warehouse for relabelling ... 

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Sent: Wednesday, August 29, 2018 3:56 PM 
To: Jim Fazal <jfazal@americancargoexpress.com> 

Cc: Rosemary Lewis <rlewis@AmericanCargoExpress.com> 
Subject: RE: Entry Number U16-10084042 

Good afternoon, 

Is this the same shipment that is included in the Stop, Sale Order? 

Regards, 

From: Jim Fazal [mailto:jfazal@americancargoexpress.com] 

Sent: Wednesday, August 29, 2018 3:14 PM 

To: Tomczak, Kimberly <Tomczak.Kimj)_~~> 
Cc: Rosemary Lewis <rlewis@AmericanCargoExpress.com,> 
Subject: RE: Entry Number UlG-10084042 

Hello Officer Tomczak, 

we received a call from custom that the shipment is custom released and release has also been posted in AMS ... 

please confirm and advice if ok to move container ..... 
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From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Sent: Friday, August 10, 2018 12:40 PM 
To: nroche@medentech.com 
Cc: Bauman, Mi~pael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Jim Fazal 
<jfazal@american-.,. "'0express.com> 
Subject: RE: Entry Numuer UlG-10084042 

Good afternoon, 

It was nice speaking with you today. 

Per our discussion, the label submitted for the Inovotabs does not correspond with the pesticide's most current EPA
approved pesticide master label. More specifically, under the Step by Step Inovotabs Mixing Directions, the label does not 
contain step number 11, "Twist close plastic bag and close lid firmly after withdrawing tablets from container." In 
addition, the outer carton label does not make reference to full tub label and adds the sentence "Contains: Anhydrous 
Sodium Dichloroisocyanurate ... CAS NO. 2893-78-9." In addition, the inside label does not include the statement "You 
may also contact [1-800-420-9236] for emergency medical treatment information." 
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Please let me know if you have any additional questions. 

Regards, 

i·\ j I l): }\, [ '. \ ( )i \ ;', / [ i ! ,; 1 
( 
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From: Jim Fazal [mailto:jfazal@americancargoe0press.com] 
Sent: Friday, August 10, 2018 12:08 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>; 
Miguel Rivera <mrivera@AmericanCargoExpress.com> 
Cc: Bauman, Michael <bauman.mic~ael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Jim Fazal 
< jfa za l@a me rica nca rgoexpress.com> 
Subject: RE: Entry Number UlG-10084042 

Hello, 

I have updated the importer ( Nicole Roche) with the status of this shipment. She would like to 
contact you today to discuss. 

Below is her contact information. 

Thank you for all your help! 

Nicola ROCHE 
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Thank you, 

Jim Fazal 

Special Accounts Customs Brokerage 

ACE USA & CANADA 
North American Headquarters 
New Jersey Operations 
2345 Vauxhall Rd 
Union, NJ 07083 
Tel: 908-351-3400 X 3072 
Fax: 908-289-2490 

American Cargo Express is AIR Transportation, SEA Shipping, Domestic Trucking, Warehousing & Distribution , Order Fulfillment, 
Project Assembly, US Customs Brokerage, Consultation, Complete Third Party Logistics and much more ... 

To learn more, please visit: http://www.americancargoexpress.com 

American Cargo Express, Inc is CTPAT Certified. We are doing our part to keep your cargo and our country safe from 

terrorism in the global supply chain. To learn more, please visit: http://www.cbp.gov/border-security/ports
entry/ cargo-security/ c-tpat-customs-trade-partnership-against-terrorism or contact your local American Cargo 
Express, Inc. office 

For Terms & Conditions please refer to: http://www.americancargoexpress.com/terms-and-conditions.html 

From: Tomczak, Kimberly <Tomczak.Kimberly@e~> 
Sent: Friday, August 10, 2018 10:41 AM 
To: Jim Fazal <jfazal@americancargoexpress.com>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>; 
Miguel Rivera <mrivera@AmericanCargoExpress.com> 
Cc: Bauman, Michael <bauman.michael@epa.go'{>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Entry Number U16-10084042 

Hi Jim, 

Are you available to discuss this shipment today? If so, what number can I reach you at? 

Thank you, 

h.!'•! ,. 11'. ;,•i l .11, 1, ,,, 
l .': l · ! ) \ i j I t '. J '. I ! 1, ! l, 1 i ? .': . j -~ ! 

iij ( ,,,,',.'.J.< 

i 11 uil . 1'01nu.;1k.kirnhcrh·((/i(jl<l.go\' 

From: Jim Fazal [mailto:jfazal@americancargoexpress.com] 
Sent: Wednesday, August 08, 2018 5:07 PM 
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T~: Tom~zak, Kim~erly <Tomczak.Kimberly@ep-9..:fil)...'{>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>; 
Miguel Rivera <mnvera@AmericanCargoExpress.com> 

Cc: Bauman, Michael <bauman.michael@~a.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Jim Fazal 
< jfaza l@a me rica nca rgoexpre ss.com> 

Subject: RE: Entry Number U16-10084042 

Officer Tomczak, 

Here is the information you requested .... 

Label 2-20-609H is the tub label only. 
Label 2-20-766D is the outer carton label only. 

Container is at the terminal in Charleston SC waiting for custom release .... 

Hope this help! 

From: Jim Fazal 
Sent: Wednesday, August 08, 2018 4:53 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>; 
Miguel Rivera <mrivera@AmericanCargoExpress.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <.tio.kanoelehua@epa.gov>; Jim Fazal 
<jfazal@americancargoexpress.com> 
Subject: RE: Entry Number UlG-10084042 

Hello, 

The information below has been requested from the importer .... As per our conversation please see additional 
information attached .... 

I will have an answer for you first thing tomorrow am ... 

Thank you so much for your help! 

From: Tomczak, Kimberly <Tomczak.Kimb~epa.gov> 
Sent: Wednesday, August 08, 2018 4:41 PM 
To: Jim Fazal <jfazal@americancargoexpress.com>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>; 
Miguel Rivera <mrivera@AmericanCargoExpre_ss.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Entry Number UlG-10084042 

Hi Jim, 

Where is this product currently located? In addition, the label you uploaded includes two labels, a full label and a front 

label. Are both labels affixed to the outside of the container? 

Thank you for your patience with this entry. 

Regards, 
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From: Jim Fazal [mailto:jfazal@americancargoe292ress.com] 
Sent: Tuesday, August 07, 2018 5:26 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>; 
Miguel Rivera <mrivera@AmericanCargoExpress.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Jim Fazal 
<jfazal@americancargoexpress.com> 
Subject: RE: Entry Number UlG-10084042 

Hello, 

As per your request the entry has been update and the net weight in the PDA Data should match now .... Thank you! 

From: Tomczak, Kimberly <Tomczak.Kimber~a.gov> 
Sent: Tuesday, August 07, 2018 4:50 PM 
To: Jim Fazal <jfazal@americancargoexpress.com>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>; 
Miguel Rivera <mrivera@AmericanCargoExpress.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Entry Number UlG-10084042 

Hi Jim, 

The entry now contains the correct labels. Thank you for uploading them. 

The net weight in the PGA Data is incorrect. The net weight on the product label is different from the net weight in the 
PGA Data. 

Please let me know once the entry has been revised. 

Regards, 

I 1 li, •i!'-, i'i J _,1. _1 
";· 

From: Jim Fazal [mailto:jfazal@americancargoexpress.corl!] 
Sent: Tuesday, August 07, 2018 2:38 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>; 

Miguel Rivera <mrivera@AmericanCargoExpress.com> 
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Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Entry Number U16-10084042 

Hello Officer Tomczak, 

I was able to get better copies from the importer .... Hope this helps .... r also uploaded in DIS ... 

From: Jim Fazal 
Sent: Tuesday, August 07, 2018 1:08 PM 

To: Tomczak, Kimberly <Tomczak.Kimb~pa.gov>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>; 
Miguel Rivera <mrivera@AmericanCargoE~ress.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Entry Number U16-10084042 

Good afternoon Officer, 

I uploaded the labels in DIS again, it should be ok now .... Kindly advice if all in order? 

Sorry for the trouble! 

Thank you, 
Jim 

From: Tomczak, Kimberly <Tomczak.Kimberly@fil!a.gov> 
Sent: Tuesday, August 07, 201811:09 AM 
To: Jim Fazal <ifazal@americancargoexpress.com>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>; 
Miguel Rivera <mrivera@AmericanCargoExpress.com> 
Cc: Bauman, Michael <bauman.micha!tl@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Entry Number U16-10084042 

Hi Jim, 

The labels that were uploaded do not include the full label. 

Please let me know once the full label is uploaded. 

Thank you, 

1 ' /;!I\,; /( 

From: Jim Fazal [mailto:jfazal@americancargoexpress.com] 
Sent: Tuesday, August 07, 2018 9:39 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@eQ.9_,_fil)__Y.'.>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>; 
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Miguel Rivera <mrivera@AmericanCargoExpress.com> 

Cc: Bauman, Michael <bauman.michael.@epa.go'I(>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Jim Fazal 
<jfaza l@a me rica nca rgoexpress. com> 

Subject: RE: Entry Number U16-10084042 

Good morning, 

Labels were uploaded to DIS and successfully received .... Please see attached ... 

From: Tomczak, Kimberly <Tomczak.Kimberly@eQagQ_1£> 
Sent: Tuesday, August 07, 2018 9:20 AM 
To: Jim Fazal <ifazal@americancargoexpress.com>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>; 
Miguel Rivera <mrivera@AmericanCargoExpress.com> 
Cc: Bauman, Michael <bauman.michael@ep~Q_1£>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Entry Number U16-10084042 

Good morning, 

Copies of the labels that are affixed to the containers/cases will need to be uploaded to DIS in ACE. 

Please upload the labels by COB today. 

Thank you, 

i·,. i ! \, 1 l I'. ! !-, ~ ' 1l} '' , ! !,. ; .l: ! ] . l i' [' 

!· 'Ii 
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From: Jim Fazal [mailto:jfazal@americancargoexpress.com] 
Sent: Monday, August 06, 2018 4:33 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; 'AHANLEY@MEDENTECH.COM' <AHANLEY@MEDENTECH.COM>; 
Miguel Rivera <mrivera@AmericanCargoExpress.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Jim Fazal 
<ifazal@americancargoexpress.cqm> 
Subject: RE: Entry Number U16-10084042 

Hello Officer Tomczak, 

I am following up on my email below .... kindly advice if labels below are sufficient enough to release our shipment. 

Thank you 
Jim 

Pis note labels were also uploaded in DIS .... 
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From: Jim Fazal 

Sent: Friday, August 03, 2018 4:58 PM 

To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov>; 'AHANLEY@MEDENTECH.COM' 
<AHANLEY@MEDENTECH.COM>; Miguel Rivera <mrivera@AmericanCargoExpress.com> 

C~: 'Bauman, Michael' <bauman.michael@epa.gov>; 'Ho, Kanoelehua' <ho.kanoelehua@epa.gov>; Jim Fazal 
<1fazal@americancargoexpress.com> 
Subject: RE: Entry Number U16-10084042 

Good afternoon, 

Below has been uploaded to DIS ... hope it is sufficient... 
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From: Jim Fazal 
Sent: Friday, August 03, 2018 3:15 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; AHANLEY@MEDENTECH.COM; Miguel Rivera 
<mrivera@America nCa rg0Ex12ress.com> 
Cc: Bauman, Michael <bauman.michael@epa.go'{>; Ho, Kanoelehua <ho._kanoelehua@epa.gov> 
Subject: RE: Entry Number UlG-10084042 

Good afternoon Officer, 
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As per your request the net weight in PGA Data has ben updated and documents were uploaded to DIS. 

Hope all is sufficient. 

Thank you, 
Jim Fazal 

from: Tomczak, Kimberly <Tomczak.l<imberly@epa.gov> 
Sent: Friday, August 03, 2018 2:58 PM 

To: AHANLEY@MEDENTECH.CQM; Jim Fazal <jfazal@americancargoexpress.com>; Miguel Rivera 
<mrivera@AmericanCargoExpress.com> 

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: Entry Number UlG-10084042 

Good afternoon, 

For entry number Ul6-10084042, please address the following point(s) within 72 hours for the review of the entry: 

• Please upload a legible label to DIS; 
• Incorrect net weight in PGA Data. 

The status of the entry should remain "hold intact" until the above mentioned issues have been resolved or additional 
information is provided. If you have questions or would like additional information regarding this shipment, I may be 
contacted by phone or email (see below). 

Regards, 

I 
.. i>l(!: ,!!-. 

\,., 1 . l 1 : , , · 1 . , 1 ·, 1, , ! i l , : , : ( 1 1 i , ; 1 '~ ·, '· ; : I \ • 

1·:1, il: ! 1
.; l }(l .. ,. 
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Tomczak, Kimberly 

From: 
Sent: 
To: 
Cc: 
Subject: 

Crane, John P <john.p.crane@zoetis.com > 

Thursday, August 30, 2018 9:02 AM 
Tomczak, Kimberly 
Harmer, Jennifer; Bauman, Michael; Ho, Kanoelehua 
RE: Case No. FIFRA-04-2018-3257 

Thanks Kimberly. In answer to your question, I have just had it confirmed that no we do not. 

Best regards, John 

John 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 ! Cell: 269.760.1241 1 john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zgetis 
FOR ANIMALS. FOR HEALTH. ¥OU 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 30, 2018 8:04 AM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOl!Ct-

Hi John, 

The SSURO only applies to the two shipments in the SSURO. 

Do you have another shipment that arrived in the US that contains the same misbranded product? 

Regards, 

1 



l \ I , \ 1,; ;; 111:,, \' ; :1 

i I l ; , >(- ' l; \ \ ),\ /1 , 

1 • ,,11: 'l 'omczak.kimbcrly<i't>cpa.go\' 

From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Wednesday, August 29, 2018 1:30 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com> 

Subject: RE: Case No. FIFRA-04-2018-3257 

Dear Kimberly: 

Jennifer is on vacation this week so I contacting you. I have an update and a question. 

The update is that we have corrected the labeling and will be printing those shortly for the relabeling operation at 
Contrapac. Once completed we will be sending you the pictures plus the certification letter of compliance. 

Regarding the SSURO (attached), please can you confirm that this only applies to the two on-hold consignments 
specified in the SSURO. I ask because we have new stock on order that will be labeled with fully compliant labeling and 
which might be ready for shipment from Medentech, Ireland to the US even before we receive the vacate letter from 
EPA for the two on-hold consignments. We are looking for confirmation that we are ok to do that. 

Many thanks. 

Best regards, John 

,John P. Crane 
Director, US Regulatory Affairs 

.Veterinary Medicines Research and Development 
·333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 1 Cell: 269.760.1241 i john.p.crane@zoetis.com 
Visit Us: zoetis. com 

zgetls 
fOR ANIM;ib. iv~ . FOR 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s} only. Access 
to this e~mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on itis unauthorised and .may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 23, 2018 4:24 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

2 



Hi Jennifer, 

A photo of each stack will suffice. 

I hope that helps. If you would like to discuss further, please let me know. 

Regards, 

J\i1!:)H: / i r ·:l\· 

( \ i ,, ; \;: E 11 l f ! 11 '1 ll / ~, 1 : /,,., 

l .1 ;.1 il · Tomczak.kimbcrly({Dcpa.gm· 

From: Harmer, Jennifer [mailto:iennifer.harmer@zoetis.com] 
Sent: Wednesday, August 22, 2018 1:09 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

Thanks for your message. To make sure I understand the requirements, can you please clarify if a photo of each stack, 
with a few individual units for detail would be sufficient or is the requirement to send a photo of each individual unit? 

Thanks in advance for your assistance! 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, August 22, 2018 9:54 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <iohn.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Jennifer, 

3 



A variety of different pictures will be needed. Please provide legible pictures of the label on the product (labels from 
each entry) and a picture of the container/tub itself. In addition, provide pictures of all the tubs, if they are stacked 
together. 

I hope that helps. If you would like to discuss further, please let me know. 

Regards, 

h.111;!11'; j\ ; (i'l 

i1·11,·1)1: ,;1 11:. 1
1\:\ 1, l 

i 'a ·.i Ii:, it , ··.;, ·,: ,r · 

'> 1 i· >I·.\; i I 

! ~ ; l ; ) t : i '. l . :, i ' ) ~ '. ; 

: ill l 

l 1 ::;11' Tomczak..kimbcrly((i)cpa.gov 

\ , l ' ~ : • 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Tuesday, August 21, 2018 2:27 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

I hope your Tuesday is going well! 

Following our call yesterday, we have an additional question regarding the SSURO. Specifically, point 20(b)(ii) requires 
Zoetis to submit pictures to the EPA of the re-labeled cases. Can you help us to understand the expectations for the 
pictures? Is a picture of one tub and one outer carton sufficient or should we submit pictures of a certain percen~age of 
the cases? If more than one picture is required, can you please specify the number or percentage of cases for which we 
should submit pictures? 

Thanks in advance for your assistance. We really appreciate your support. 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Monday, August 20, 2018 3:12 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-?018-3257 

NOTiCE·· 

Hi Jennifer, 

It was nice talking with you earlier. 

4 



Glad I could be of assistance. I will wait to hear back from you when the product has been relabeled. 

Regards, 

\ ,i 1\ ,i '\)I!'.\)',,, 

l)-\ "!!: l(/1'' : :1: ,, 

: ) J ! , 1r·,\·t l 1 ··:i \\ ! !,H ,! . \ :' l '/ ,·. 

1"! \t }i lV, ; ; l i,. (, ,, 

l 11;, 11 i · • I 'omczak.kimhcrly((1lcpa.gm· 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Monday, August 20, 2018 2:44 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: rr-::-"'"' • " '~hn.p.crane@zoetis.com> 
Subjet..,;, _ase Nv ... '=RA-04-2018-3257 

Hello Officer Tomczak, 

Thanks again for meeting with us to discuss Case No. FIFRA-04-2018-3257. As discussed, we are in receipt of the SSURO 
and are working to resolve the labeling discrepancies that you identified. Additionally, we have done a line by line 
review of the artwork and have made some additional minor revisions in order to comply with the master label. The 
additional revisions include typos, formatting changes, and an update to the Environmental Hazards section to comply 
with the language on the master label for end-use products packaged in containers with sizes of less than 50 
pounds. The marked up artwork was sent to Medentech on Friday, August 17th with a request to expedite these label 
revisions. Once the artwork has been revised it will be sent to Contrapac, Inc. so that they may overlabel the two 
shipments of product that are subject to the SSURO. Product that is relabeled by Contrapac will include Contrapac's 
establishment number ( EPA Est. 52270-GA-001) in line with Chapter 14 of the Label Review Manual and 40 CFR 
156.lO(f) which requires labels to bear the establishment number of the final establishment at which the product was 
produced. Within 48 hours after completion of relabeling, we plan to submit to the EPA pictures of the re-labeled cases 
along with a certification that the re-labeling has been completed. 

We understand that following receipt of the photos and certification, EPA will verify compliance with the SSURO and 
then issue a vacate letter at which time we may distribute the product. 

Thanks again for meeting with us this afternoon. We found the discussion to be really helpful. Please reach out to me 
with any questions or concerns. 

Regards, 

Jennifer 

Jennifc; 
Associate Director. US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 i jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

5 



LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 

to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Monday, August 20, 2018 10:16 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina 
<jmessina@exponent.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NO ;CE 

Hi Jennifer, 

Yes, I am available today to discuss Case No. FIFRA-04-2018-3257. 

I am available anytime today until 5PM. Let me know what time works best for you. 

Regards, 

i 1,:,: I Tomczak.kimbcrly@cpa.gov 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Friday, August 17, 2018 11:17 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina 
<jmessina@exponent.com> 
Subject: Case No. FIFRA-04-2018-3257 

Dear Officer Tomczak, 

I would first like to introduce myself. My name is Jennifer Harmer and I am in the US Regulatory Affairs group at 
Zoetis. I am writing in regards to Case No. FIFRA-04-2018-3257 for lnovotabs (EPA Registration Number 71847-3-
1007). We are currently working to address the comments in the letter. Do you happen to have any availability on 
Monday, August 20th for a phone call? We would like to provide you with the current status of the request and the 
actions we intend to take comply with the SSURO. Attendees on the call from my side would include myself, John Crane 
(Head of US Regulatory Affairs, Zoetis), and Jim Messina (Consultant, Exponent). 

6 



Thanks in advance and I look forward to speaking with you. 

Regards, 
Jennifer 

Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 1 jennifer.harmer@zoetis.com 
Visit Us: zoetis. com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

·, 
<· 
\:,; 
•1', 

,' ,,,. 
'\', 
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Tomczak. Kimberly 

From: 
Sent: 

Sebley, Christopher H < christopher.sebley@zoetis.com > 

Wednesday, September 12, 2018 12:54 PM 
To: Tomczak, Kimberly 
Cc: 
Subject: 

Bauman, Michael; Ho, Kanoelehua 
RE: Entry# U 16-10064192 

Kimberly, 

The cases of product are at the re-labelling site in Atlanta. Labels will be sent next week from the 
manufacturer. We expect the relabeling to be complete October 4th when we will send you pictures of 
the relabeled product and any other documentation you require. 

Regards, 

''"'hrjs nf.: 1 1 

Zoetis, Global Biodevices and Automation: 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 / Mobile: 919.896 4633 'christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zgetis 
fOR AHIMAtS. FOR HEM.Ht YOU. 
Please consider the environment beforP pnntin(J this email' Thank you. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, September 12, 2018 10:30 AM 
To: Sebley, Christopher H 
Cc: Bauman, Michael; Ho, Kanoelehua 
Subject: RE: Entry# UlG-10064192 

NCH!CE. 

Good morning, 

What is the status on this shipment? Has it been relabeled? 

Regards, 

h.11td)( l h 

' )\ :11{ 

1 



From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Friday, August 03, 2018 10:58 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Entry# U16-10064192 

Kimberly, 

Yes I have contacted Contrpac Inc., and they have provided a quote to me for the re-labelling work. I have 
explained the nature of the product and they are ok with performing this task. 

I explained that we will need photographs and/ or an on-site visit from the EPA or their representative. 

Regards, 

Zoetis i Global Biodevices and Automationi 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656: Mobile: 919.896 4633 christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

z.sJetis 
FOR ANIMAlS. FOR HEAlHt fOR VOU. 
Please consider the environment hefore printing this emui/.1 Thon!< vou. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Friday, August 03, 2018 10:53 AM 
To: Sebley, Christopher H 
Subject: RE: Entry# U16-10064192 

None 

Hi Chris, 

Is Contrapac, Inc. aware that you plan to relabel the product there and are they okay that you are taking it there? 

Thank you, 

',, L { . ) 1 ',., 1 ;\ l , 1 

tj( \, ·<o:I 

i)J {'(Ji'·,\ 1!1 i"?i 

l 1, L1 t! · Tomczak.kimbcrly((1l,cpa.gov 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Friday, August 03, 2018 8:54 AM 
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To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Entry# UlG-10064192 

Kimberly, 

This arrived at the Marietta, GA warehouse on 5/15 and was received into our inventory system on 5/29. 

Regards, 

> r 

Zoetis • Global Biodevices and Automation 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 i Mobile: 919.896 4633 christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zgetis 
FOR ANIMAtS. FOR· HEALHt FOR YOU. 
Please consider the environment LJeforp pnntinq tins ernail! Thonk you. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Se~t: Friday, August 03, 2018 7:08 AM 
To: Sebley, Christopher H 
Subject: RE: Entry# UlG-10064192 

Hi Chris, 

What was the date the lnovotabs were transported to Zoetis'.s facility in Marietta, Georgia from the Port? 

Thank you, 

,,, /l 1·{ .. '_:\, 

1.11 •.i 1; Tomczak.kimbcrly<i!lcpa.goY 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Wednesday, August 01, 2018 4:37 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Entry# UlG-10064192 

Kimberly, 

The label is on the case. The product arrived at the port of Charleston on April 27th 2018. 
3 



Zo~tis 'Global Biodevices and Automation 1040 Swabia Ct, Durham, NC 27703 USA 
Off~ce: 919.3:4.2656 i Mobile: 919.896 4633, christopher.sebley@zoetis.com 
V1s1t Us: zoet1s.com/poultry 

zgeti.s 
FOR ANIMALS. fOR HEALTH. 
Please consider the environrnent before prin11nq I ius emm/t Thonk you. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, August 01, 2018 12:58 PM 
To: Sebley, Christopher H 
Subject: RE: Entry# U16-10064192 

Hi Chris, 

What is the weight of the containers you are holding? Are they supersacks, containers or drums? 

Just want to make sure I get the correct information in the Stop, Sale Order. 

Thank you, 

\'\. l, j' , '",;·( i' )> 

(} / !, · ( ,': , \ : j i ·~1 '··1 \ \ ·1. i J. t 

[ 1, 1,11 I: • J'omczak.kimberly({ilcpa.gm· 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Thursday, July 26, 2018 4:12 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Entry# U16-10064192 

Kimberly, 

I have located a company in the Atlanta area with EPA Establishment#: 52270-GA-01 that I will use to re
label the product. 

Contrapac Inc 
Labeling Location: 675 Great Southwest Parkway, Atlanta, GA 30336 
EPA Est. Number: 52270-GA-01 

5 



It is located 25 miles from the current location of the product in Marietta, GA. 

Please let me know if this is acceptable? 

Regards, 

,::t1ris 
Zoetis. Global Biodevices and Automation 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919:314.2656 • Mobile: 919.896 4633 · christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zgetis 
fOR ANIMALS, FOR HEAUI{ WU. 
P/eosp cons1ricr the environment hefore pnntinq this emmil Thonk you. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, July 25, 2018 4:28 PM 
To: Sebley, Christopher H 
Subject: RE: Entry# U16-10064192 

Hi Chris, 

Do you have the EPA Establishment Number for the facility? I'm not familiar with the EPA Registry ID. 

Thank you, 

, , 1.: 1 i Tomczak.kimbcrly(l!)cpa.gov 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Wednesday, July 25, 2018 4:26 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Entry# U16-10064192 

Kimberly, 

This is good news that we can re-label in the USA. 

We would like to use the Zoetis Marietta Logistics Center EPA Registry ID: 110070021744. Details below. The 
product is also located here and is "on-hold". 

6 



Regards, 

't,: 



Regards, 

Zoetis I Global Biodevices and Automation 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 1 Mobile: 919.896 4633.christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zgetis 
FOR ANIMALS, FOR HtAUl-t FOR 1Wl 
Please consider the environment twfrm' prinunq thVi cmoi/1 Thonk you. 
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From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, July 25, 2018 1 :02 PM 
To: Sebley, Christopher H 
Subject: RE: Entry# UlG-10064192 

NOTICE. his ; 

Hi Chris, 

We will allow you to relabel the product under a Stop, Sale Order. Can you provide me with the name and establishment 
number for the facility you plan to relabel at? 

Once the Order is issued, you will be allowed to move and relabel the product. At this time, the product is to remain 
where it is currently located. 

Thank you, 

h .. 1111
1
:;;.·; /1 ii\\!\;',, ; ,!l, '.){ :; 1lJJ',,; 

l '"ii 1 : I\ 11 1 \1 ! l l l ( I; I,!' :11 / 1 ii :; . '\ '-'.' '; (( \ .l '\ '· .,ti ,i j ) 

\ ''.{: .', J 

! .1 i i;,1i· 'romczak.kimbcrJy(tDcpa.goy 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Tuesday, July 24, 2018 4:36 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Entry# U16-10064192 

Kimberly, 

That is good news on the extension. 

I have asked the questions below to the supplier, Medentech, in Ireland and will let you know their response. 

Regards, 

Chns 
1 

,,,, 

Zoetis i Global Biodevices and Automation\ 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 / Mobile: 919.896 4633 'christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zgetis 
FOR ANIMALS. FOR Hl:AUH. FOR '~THL 
Please consider the environment before printing th:s ernm! I Thank you. 
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From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Tuesday, July 24, 2018 3:51 PM 
To: Sebley, Christopher H 
SUbject: RE: Entry# U16-10064192 

Hi Christopher, 

The Port of Charleston said they could extend the date. 

Who is the importer for this shipment? If the company is foreign based, is there a facility in the United States that 

represents the company? Where is the based at? 

Regards, 

1: ", 11 'l 'omczak.kirnbcrly<i11cpa.gov 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Thursday, July 19, 2018 9:26 AM 

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 

Subject: FW: Entry# UlG-10064192 
Importance: High 

Kimberly, 

Thank you for your help this morning. 

Please let me know if you are successful extending ·the Charleston CBP end-date of 7 /28/18 to match your 
end-date of 8/13/18. 

Regards, 

Zoetis 'Global Biodevices and Automation: 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656: Mobile: 919.896 4633 christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zget1s 
FOR AN!MAtS. FOR HEALTH. rnR ~mi. 
Piease consider the environment heforc onr;tfn(J U1is enwifl Thon/, you 
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From: Sebley, Christopher H 
Sent: Tuesday, July 17, 2018 3:11 PM 
To: Tomczak.kimberly@epa.gov 
Cc: Bucher, Art 
Subject: FW: Entry# 016-10064192 
Importance: High 

Kimberly, 

I was checking the EPA registry and found that the site currently storing the product in question is EPA 
registered. Is this sufficient to complete the re-labelling here? 

Regards, 

(~hds 
Zoetis ! Global Biodevices and Automation• 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656: Mobile: 919.896 4633 • christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zg,etis 
FOR AHIMAlS. FOR HEALTH. FOR YOU. 
Please consider the environment [Jefore printing this emoi/1 Thonk you. 
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From: Sebley, Christopher H 
Sent: Tuesday, July 17, 2018 8:49 AM 
To: 'Tomczak, Kimberly' 
Subject: RE: Entry# UlG-10064192 

Kimberly, 

I have located a company that will re-label the product in the Atlanta area. 

PCA -Atlanta 
6300 Boat Rock Blvd 
Suite E 
Atlanta, GA 30336 

It is 24 miles from the current warehouse in Marietta GA (Zoetis Marietta Logistics Center, 1950 West Oak 
Circle, Marietta, GA) where the product is located. They will apply to become an EPA registered site to 
perform this work. 

Please let me know as soon as you can if this acceptable. If not I need to start the export process as Customs 
has a dead line of 7/28/18 for this material to leave the country. 

Regards, 

Chris Seb!ev i :;fH'),()I F'c,,, I; 

Zoetis I Global Biodevices and Automation1 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 i Mobile: 919.896 4633 · christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zgetis 
FOR ANIMAlS. FOR HEAl.Ti-1. FOR YOU. 
Please consider the Pnvironrnent lwfore pnntinQ this emoi/1 Thonk you 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, July 12, 2018 3:12 PM 
To: Sebley, Christopher H 
Subject: RE: Entry# UlG-10064192 

Hi Chris, 

Unfortunately, the product would need to be relabeled at a facility that is located near where the product is currently 

being held (Marietta, GA). 

13 



Regards, 

", \ \ \'' j ! ! : ·,\i :.,°).' 

l .: , i:: Tomczak.kimbcrly<iDcpa.go\' 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Thursday, July 12, 2018 3:05 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Entry# UlG-10064192 

Kimberly, 

The Kalamazoo site is the closest Zoetis site we have to the warehouse in Marietta, GA that is registered. We 
would transport it there to be relabeled and then return it per you approval. 

Is there a transportation protocol we can follow to satisfy transporting the material this distance? 

Regards, 

Chds 
Zoetis • Global Biodevices and Automation 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656: Mobile: 919.896 4633, christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zgetis 
FOR ANIMALS. FOR HEAlTH. FOR YGll. 
Please consider the environment before printing this emoiil Thonk you. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, July 12, 2018 3:00 PM 
To: Sebley, Christopher H 
Subject: RE: Entry# UlG-10064192 

Good afternoon, 

The product would need to be relabeled at a facility that is located near where the product is currently being held 
(Marietta, GA). 

14 



Regards, 

h lil \[J\. 1 ,, Ir/! I; / ;', j .:\, 

l •;', /!; 1!1\!\1 11:. 

\ 111.,1. Tomczak.kimbcrly<i1kpa.gov 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Thursday, July 12, 2018 2:58 PM 
To: Tomczak, Kimberly <Tbmczak.Kimberly@epa.gov> 
Subject: RE: Entry# U16-10064192 

Kimberly, 

Zoetis has a site in Kalamazoo MI that I have been told is an EPA registered site. I will find out the details and 
send them to you. 

Regards, 

Zoetis i Global Biodevices and Automation; 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 i Mobile: 919.896 4633 • christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

zgetis 
FOR ANIMALS. FOR HFAtHt FOR VOU. 
Please consider the environment hefore printing this emm/1 Thank vou. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, July 12, 2018 2: 10 PM 
To: Sebley, Christopher H 
Cc: Doireann O'Brien 
Subject: RE: Entry# U16-10064192 

Hi Christopher, 

If we were to allow you to relabel the product, where would the relabeling take place? The product would need to be 

relabeled in a EPA Registered Establishment. 

Thank you, 

15 
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From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Wednesday, July 11, 2018 8:45 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Doireann O'Brien <dobrien@medentech.com> 
Subject: Re: Entry# UlG-10064192 

Kimberly, 

We would get enough labels from the manufacturer that match the master label you have on file. They have revised the 
label recently to ensure they match. 

Regards, 
Chris Sebley 

Sent from my iPhone 

On Jul 11, 2018, at 8:38 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote: 

Hi Chris, 

If we allowed you to relabel this product, would you relabel using the last EPA registered label? 

Or were you looking to make a notification/amendment change to revise the label? 

Thank you, 

1 j ('; i: '"'":: >1: \ \ \ I j:i; ,'., , ,, -. 

... / .. 

·, ,, , : : Tomczak.kimbcrlyC11.)cpa.gov 

From: Sebley, Christopher H [mailto:christopher.seblev@zoetis.com] 
Sent: Friday, July 06, 2018 10:52 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Doireann O'Brien <dobrien@medentech.com> 
Subject: Re: Entry# UlG-1006419.2 

16 



Good morning, 

The product is being held in a Zoetis warehouse in Marietta, GA. 

Regards, 
Chris Sebley 

Sent from my iPhone 

On Jul 6, 2018, at 5:32 AM, Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> wrote: 

Good morning, 

We have received your email and are currently looking into your request. 

Where is this shipment currently being held? 

Thank you, 

: · ·· i 1; I 1 "~: : · '. l · l 

', 11,., 'f 'omczak.kimbcrlyCi'Ocpa.gm· 

From: Sebley, Christopher H [mailto:christopher.sebley@zoetis.com] 
Sent: Monday, July 02, 2018 3:31 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Doireann O'Brien <dobrien@medentech.com> 
Subject: Entry# UlG-10064192 

Ms. Tomczak, 

I am following up on this container load that was refused entry. Entry# UlG-10064192. 

MBL # HLCUDUB180400955 
CARTONS: 15 PALLETS / 1200 CASES - ANTI BACTERIAL TABLETS 
ORIGIN - DUBLIN, IRELAND 
VSL: PHILADELPHIA EXPRESS 053W 
ETD: 415/18 
CONTAINER SIZE: CAIU9098991 -40HC 
DESTINATION-CHARLESTON, SC 

1. In the latter part of May this container was trucked from the port to our warehouse in 
Marietta GA with no instructions surrounding the "bond" status accompanying it. The 
container was unloaded and placed in our stock. As of 6/29/18 the stock has been 

17 



placed on "hold". However in the interim 48 of the 1200 cases of product was shipped 
out to an end customer and consumed. 

2. The letter attached and a subsequent letter {0322 001) gave the options for 
destruction of the product or re-export and have the label issue resolved. We would 
prefer the option to re-export the product. Rather than ship the product back to the 
manufacturer in Ireland, can these cases be relabeled in an EPA registered facility here 
in the USA? 

Please let us know how to proceed. 

Regards, 

Zoetis: Global Biodevices and Automation\ 1040 Swabia Ct, Durham, NC 27703 USA 
Office: 919.314.2656 \ Mobile: 919.896 4633 i christopher.sebley@zoetis.com 
Visit Us: zoetis.com/poultry 

<imageOOl.gif> 
Please consider the environment L1efore punting this emai/1 Thank you. 
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Tomczak, Kimberly 

From: 
Sent: 
To: 

Harmer, Jennifer <jennifer.harmer@zoetis.com > 
Wednesday, September 12, 2018 1:02 PM 
Tomczak, Kimberly 

Cc: Crane, John P 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

I hope you are doing well! To date, the shipments have not been relabeled. We have updated the label per the SSURO 
and those labels are currently on order. Once the site receives the updated labels they will initiate relabeling. I will 

update you once the relabeling activity has been completed. 

Please do not hesitate to contact me with any additional questions. 

Thanks! 
Jennifer 

Jennrfer· C 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 I jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. tf you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 

Sent: Wednesday, September 12, 2018 10:29 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOllC 

Good morning, 

What is the status on this shipment? Has it been relabeled? 

Regards, 

1 
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Wednesday, August 22, 2018 1:09 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

Thanks for your message. To make sure I understand the requirements, can you please clarify if a photo of each stack, 
with a few individual. units for detail would be sufficient or is the requirement to send a photo of each individual unit? 

Thanks in advance for your assistance! 

Regards, 
Jennifer 

From: Tomq:ak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, August 22, 2018 9:54 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Jennifer, 

A variety of different pictures will be needed. Please provide legible pictures of the label on the product (labels from 
each entry) and a picture of the container/tub itself. In addition, provide pictures of all the tubs, if they are stacked 

together. 

I hope that helps. If you would like to discuss further, please let me know. 

Regards, 

" , /1.i ::.l1J/! 

l :,!,r,i. Tomu.ak.kimbcrlyCiPcpa.goY 
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LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 

any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 
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Tomczak. Kimberly 

From: 
Sent: 
To: 

Harmer, Jennifer <jennifer.harmer@zoetis.com > 

Monday, September 17, 2018 11 :27 AM 
Tomczak, Kimberly 

Cc: Crane, John P 
Subject: FW: Case No. FIFRA-04-2018-3257 
Attachments: SSURO_Case FIFRA-04-2018-3257 _ 13Aug18.pdf 

Hi Kimberly, 

Happy Monday! I hope you had an enjoyable weekend. 

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway, 
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are 
proposing to have the relabeling take place at Contrapac's facility that is around the block from the facility cited in the 
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036 
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling 
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on 
the label. 

Can you please confirm that relabeling at this facility is acceptable and complies with the requirements of the SSURO? 

Thanks! 
Jennifer 

.fonnifer C. H:arrn<f:, 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 ! jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday; August 30, 2018 9:09 AM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 

<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOT!t, 
1 



Hi John, 

Other shipments of the product can be imported. The label should be in compliance of FIFRA. 

Regards, 

1\ H \ d H 

' ,,, "!· 'd 

! ·1 I ], t ){··., \ 1 l} ':: ',"-! \ '\ '.I:.: 

!}!:: )!j,. (;< l,,)\ .'.",. 

h 11;11 I: '1 'omczak.kimbcrly@cpa.gm· 

From: Crane, John P [mailto:iohn.p.crane@zoetis.com] 
Sent: Thursday, August 30, 2018 9:02 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Thanks Kimberly. In answer to your question, I have just had it confirmed that no we do not. 

Best regards, John 

Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 ! Cell: 269.760.1241 i john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zgetis 
FOR ANIMAlS. FOR HEALTH. FOR YOU. 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 30, 2018 8:04 AM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 

<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

2 



Hi John, 

The SSURO only applies to the two shipments in the SSURO. 

Do you have another shipment that arrived in the US that contains the same misbranded product? 

Regards, 

h,tlillH 1 1
"< ; : ,/,< ij ; .:i: :I ' 

,,, j·_f1\l)t !!l ,l( il':i J··i, '.i(' ',, 

l : : i .. 'romczak.kimhcrly<iilcpa.go\' 

From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Wednesday, August 29, 2018 1:30 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Dear Kimberly: 

Jennifer is on vacation this week so I contacting you. I have an update and a question. 

The update is that we have corrected the labeling and will be printing those shortly for the relabeling operation at 
Contrapac. Once completed we will be sending you the pictures plus the certification letter of compliance. 

Regarding the SSURO (attached), please can you confirm that this only applies to the two on-hold consignments 
specified in the SSURO. I ask because we have new stock on order that will be labeled with fully compliant labeling and 
which might be ready for shipment from Medentech, Ireland to the US even before we receive the vacate letter from 
EPA for the two on-hold consignments. We are looking for confirmation that we are ok to do that. 

Many thanks. 

Best regards, John 

John P. Crane 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098, Cell: 269.760.1241 ! john.p.crane@zoetis.com 
Visit Us: zoetis.com 

z.getis 
FOR ANIMALS. FOR HF.ALHL FOR 
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LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 23, 2018 4:24 PM 

To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 

Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Jennifer, 

A photo of each stack will suffice. 

I hope that helps. If you would like to discuss further, please let me know. 

Regards, 

h.11l 1 l·1,._ i-[·, )jt:, / : i ;({ 

; •,.,,\ l !)\ 11·,}:!/ii1..'i)!:,l 1 1 .,,., 

l 1, ''-.! 11 ·11 l'. ,. \i J1 ii 

, 1 ; ; ti i: 'l 'omczak. kim bcr!y(ftlcpa.gm· 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Wednesday, August 22, 2018 1:09 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 

Cc: Crane, John P <john.p.crane@zoetis.com> 

Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

Thanks for your message. To make sure I understand the requirements, can you please clarify if a pho~o ~f ~ach st~c~, 
with a few individual units for detail would be sufficient or is the requirement to send a photo of each md1v1dual umt · 

Thanks in advance for your assistance! 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, August 22, 2018 9:54 AM 

4 



To: Harmer, Jennifer <iennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 · 

Hi Jennifer, 

A variety of different pictures will be needed. Please provide legible pictures of the label on the product (labels from 
each entry) and a picture of the container/tub itself. In addition, provide pictures of all the tubs, if they are stacked 
together. 

I hope that helps. If you would like to discuss further, please let me know. 

Regards, 

' { j 1 t I\ i ·~; ·, \ j / i \, ,'.,'!l! j 

/;j l'()i.'>\ i/) ~!. \ \ilclJl[<t ;·;, \ ~() )(i. 

i 1,1,111.'l'omczak.kimbcrly@cpa.gov 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Tuesday, August 21, 2018 2:27 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <iohn.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

I hope your Tuesday is going well! 

Following our call yesterday, we have an additional question regarding the SSURO. Specifically, point 20(b)(ii) requires 
Zoetis to submit pictures to the EPA of the re-labeled cases. Can you help us to understand the expectations for the 
pictures? Is a picture of one tub and one outer carton sufficient or should we submit pictures of a certain percentage of 
the cases? If more than one picture is required, can you please specify the number or percentage of cases for which we 
should submit pictures? 

Thanks in advance for your assistance. We really appreciate your support. 

Regards, 
Jennifer 

from: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Monday, August 20, 2018 3:12 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
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Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Jennifer, 

It was nice talking with you earlier. 

Glad I could be of assistance. I will wait to hear back from you when the product has been relabeled. 

Regards, 

i\.l r, it 1: ! j 1 ;i l :, , , I t, ! : · 1 .. , 

t \ 1 ,; I\ I j ( ~·1 l;; \~ ! f (' i • j ,I/, l 1:: 1) I ' I' ' 
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l ;i ,, 11, Tomczak.kirnhcrly(iilcpa.guv 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Monday, August 20, 2018 2:44 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Officer Tomczak, 

Thanks again for meeting with us to discuss Case No. FIFRA-04-2018-3257. As discussed, we are in receipt of the SSURO 
and are working to resolve the labeling discrepancies that you identified. Additionally, we have done a line by line 
review of the artwork and have made some additional minor revisions in order to comply with the master label. The 
additional revisions include typos, formatting changes, and an update to the Environmental Hazards section to comply 
with the language on the master label for end-use products packaged in containers with sizes of less than 50 
pounds. The marked up artwork was sent to Medentech on Friday, August 1Jth with a request to expedite these label 
revisions. Once the artwork has been revised it will be sent to Contrapac, Inc. so that they may overlabel the two 
shipments of product that are subject to the $SURO. Product that is relabeled by Contrapac will include Contrapac's 
establishment number ( EPA Est. 52270-GA-001) in line with Chapter 14 of the Label Review Manual and 40 CFR 
156.lO(f) which requires labels to bear the establishment number of the final establishment at which the product was 
produced. Within 48 hours after completion of relabeling, we plan to submit to the EPA pictures of the re-labeled cases 
along with a certification that the re-labeling has been completed. 

We understand that following receipt of the photos and certification, EPA will verify compliance with the SSURO and 
then issue a vacate letter at which time we may distribute the product. 

Thanks again for meeting with us this afternoon. We found the discussion to be really helpful. Please reach out to me 
with any questions or concerns. 

Regards, 
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Jennifer 

,;ennifet C. Harrwf" 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 i jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken ( or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov j 
Sent: Monday, August 20, 2018 10:16 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina 
<jmessina@exponent.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Jennifer, 

Yes, I am available today to discuss Case No. FIFRA-04-2018-3257. 

I am available anytime today until 5PM. Let me know what time works best for you. 

Regards, 

l "l'il\1!()!11111.'lll: ! l>:\~!\; [1 1 i ·''~,i,·j\\'. J{(:~\',}ij 
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Friday, August 17, 2018 11:17 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John p <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina 

<jmessina@exponent.com> 
Subject: Case No. FIFRA-04-2018-3257 
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Dear Officer Tomczak, 

I would first like to introduce myself. My name is Jennifer Harmer and I am in the US Regulatory Affairs group at 
Zoetis. I am writing in regards to Case No. FIFRA-04-2018-3257 for lnovotabs (EPA Registration Number 71847-3-
1007). We are currently working to address the comments in the letter. Do you happen to have any availability on 
Monday, August 20th for a phone call? We would like to provide you with the current status of the request and the 
actions we intend to take comply with the SSURO. Attendees on the call from my side would include myself, John Crane 
(Head of US Regulatory Affairs, Zoetis), and Jim Messina (Consultant, Exponent). 

Thanks in advance and I look forward to speaking with you. 

Regards, 
Jennifer 

;ennder C, Ha 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 > jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 
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Tomczak, Kimberly 

From: 
Sent: 
To: 
Cc: 
Subject: 

Hello Officer Bauman, 

Harmer, Jennifer <jennifer.harmer@zoetis.com > 
Monday, September 17, 2018 1:44 PM 
Bauman, Michael 
Crane, John P; Tomczak, Kimberly 
RE: Case No. FIFRA-04-2018-3257 

Thank you for the information. I will discuss with Officer Tomczak when she returns to the office tomorrow. 

Thanks! 
Jennifer 

From: Bauman, Michael [mailto:bauman.michael@epa.gov] 
Sent: Monday, September 17, 2018 11:54 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTlCf: 

Good morning Ms. Harmer, 

At this time, the product's location and any manipulation of the product must remain in compliance with the SSURO that 
has been issued. Prior to the product being moved, the Stop, Sale, Use or Removal Order (SSURO) would require an 
amendment that must be signed and issued in a similar fashion with which the original SSURO was issued and under the 
same docket number. 

If you still wish request that the SSURO be amended to accommodate the change described below, please discuss the 
matter further with Ms. Tomczak when she returns to the office tomorrow .. 

Regards, 
Michael 

Michael L. Bauman, MS I Life Scientist, Pesticides Section I Chemical Safety and Enforcement Branch 
Air, Pesticides and Toxics Management Division I U.S. Environmental Protection Agency Region 4 
61 Forsyth Street, SW Atlanta, GA 30303 I Tel: 404-562-8962 I Email: _llatl!I!il!k!Hichael@epa.i:ov 

CONFIDENTIALITY NOTICE: This message is intended exclusively for the individual(s) or entity(s) to whom or to whic~ it is 
addressed. This communication may contain information that is proprietary, privileged, pre-decisional, confidential or 
otherwise legally exempt from disclosure. If you are not the named addressee, you are not authorized to read, print, retain, 
copy, or disseminate this message or any part ofit If you have received this message in error, please notify the sender 
immediately by e-mail and delete all copies of the message. 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Monday, September 17, 2018 11:36 AM 
To: Bauman, Michael <bauman.michael@epa.gov> 
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Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Officer Bauman, 

I just received Officer Tomczak's out of office and so am hoping you can address a question that we have regarding Case 
No. FIFRA-04-2018-3257. 

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway, 
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are 
proposing to have the relabeling take place at Contrapac's facility that is around the block from the facility cited in the 
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036 
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling 
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on 
the label. 

Can you please confirm that relabeling at this facility (EPA Establishment Number 52770-GA-03) is acceptable and 
complies with the requirements of the SSURO? 

Thanks in advance for your assistance and I look forward to hearing from you. 

Regards, 
Jennifer 

Jenmfer C. Harmr~ 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 i jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken ( or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Harmer, Jennifer 
Sent: Monday, September 17, 201811:27 AM 
To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: FW: Case No. FIFRA-04-2018-3257 

t-fi Kimberly, 

Happy Monday! I hope you had an enjoyable weekend. 

page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway, 
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are 

2 



. proposing to have the relabeling take place at Contrapac's facility that is around the block from the facility cited in the 
. SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036 
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling 
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on 
the label. 

Can you please confirm that relabeling at this facility is acceptable and complies with the requirements of the SSURO? 

Thanks! 
Jennifer 

,Jennifer C, Hamn;: 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 i jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 30, 2018 9:09 AM 
To: Crane, John P <iohn.p.crane@zoetis.com> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 

<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi John, 

Other shipments of the product can be imported. The label should be in compliance of FIFRA. 

Regards, 

ll!ili,'l 

i\ -,i H ldl ~ . ."'it 
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From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Thursday, August 30, 2018 9:02 AM 

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.ka noel eh ua@epa.gov> 

Subject: RE: Case No. FIFRA-04-2018-3257 

Thanks Kimberly. In answer to your question, I have just had it confirmed that no we do not. 

Best regards, John 

John P 

Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 ! Cell: 269. 760.1241 , john.p.crane@zoetis.com 
Visit Us: zoetis.com 

ZB,etis 
FOR ANIMALS. FUR HEALTH. FOR YOU. 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 30, 2018 8:04 AM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 

<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi John, 

The SSURO only applies to the two shipments in the SSURO. 

Do you have another shipment that arrived in the US that contains the same misbranded product? 

Regards, 

),., I!;! t ){ ' ; ' ; ,; I'' / i it 
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From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Wednesday, August 29, 2018 1:30 PM 
To: Tomczak, Kimberly <Tomczak,Kimberly@epa.gov> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Dear Kimberly: 

Jennifer is on vacation this week so I contacting you. I have an update and a question. 

The update is that we have corrected the labeling and will be printing those shortly for the relabeling operation at 
Contrapac. Once completed we will be sending you the pictures plus the certification letter of compliance. 

Regarding the SSURO (attached), please can you confirm that this only applies to the two on-hold consignments 
specified in the SSURO. I ask because we have new stock on order that will be labeled with fully compliant labeling and 
which might be ready for shipment from Medentech, Ireland to the US even before we receive the vacate letter from 
EPA for the two on-hold consignments. We are looking for confirmation that we are ok to do that. 

Many thanks. 

Best regards, John 

.John P Crane 
Director, US R~gulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 [ Cell: 269.760.1241 1 john.p.crane@zoetis.com 
Visit Us: zoetis.com 

z.getis 
FOR ANIMALS. FOR HEAUH. VCHl 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 23, 2018 4:24 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
C:c: Crane, John P <john.p.crane@zoetis.com> 
5ubject: RE: Case No. FIFRA-04-2018-3257 

NOT!C•:: 
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Hi Jennifer, 

A photo of each stack will suffice. 

I hope that helps. If you would like to discuss further, please let me know. 

Regards, 

li!ti .;·11·, '/1/l\ .-;,i., '. i· 

j ') , , j) \ j \ I 

, • 11i· Tomczak.kimbcrly@cpa.goY 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Wednesday, August 22, 2018 1:09 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

Thanks for your message. To make sure I understand the requirements, can you please clarify if a photo of each stack, 
with a few individual units for detaH would be sufficient or is the requirement to send a photo of each individual unit? 

Thanks in advance for your assistance! 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, August 22, 2018 9:54 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Jennifer, 

A variety of different pictures will be needed. Please provide legible pictures of the label on the product (labels from 
each entry) and a picture of the container/tub itself. In addition, provide pictures of all the tubs, if they are stacked 
together. 

I hope that helps. If you would like to discuss further, please let me know. 
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Regards, 

!1 lh. i ',1, 
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Tuesday, August 21, 2018 2:27 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

I hope your Tuesday is going well! 

Following our call yesterday, we have an additional question regarding the SSURO. Specifically, point 20(b)(ii) requires 
Zoetis to submit pictures to the EPA of the re-labeled cases. Can you help us to understand the expectations for the 
pictures? Is a picture of one tub and one outer carton sufficient or should we submit pictures of a certain percentage of 
the cases? If more than one picture is required, can you please specify the number or percentage of cases for which we 
should submit pictures? 

Thanks in advance for your assistance. We really appreciate your support. 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Monday, August 20, 2018 3:12 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Jennifer, 

It was nice talking with you earlier. 

Glad I could be of assistance. I will wait to hear back from you when the product has been relabeled. 

Regards, 

J\ tJ: i! /( l i\ '"•' 1' '.l I'> 
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Monday, August 20, 2018 2:44 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Officer Tomczak, 

Thanks again for meeting with us to discuss Case No. FIFRA-04-2018-3257. As discussed, we are in receipt of the SSURO 
and are working to resolve the labeling discrepancies that you identified. Additionally, we have done a line by line 
review of the artwork and have made some additional minor revisions in order to comply with the master label. The 
additional revisions include typos, formatting changes, and an update to the Environmental Hazards section to comply 
with the language on the master label for end-use products packaged in containers with sizes of less than 50 
pounds. The marked up artwork was sent to Medentech on Friday, August 17th with a request to expedite these label 
revisions. Once the artwork has been revised it will be sent to Contrapac, Inc. so that they may overlabel the two 
shipments of product that are subject to the SSURO. Product that is relabeled by Contrapac will include Contrapac's 

' establishment number ( EPA Est. 52270-GA-001) in line with Chapter 14 of the Label Review Manual and 40 CFR 
156.lO(f) which requires labels to bear the establishment number of the final establishment at which the product was 
produced. Within 48 hours after completion of relabeling, we plan to submit to the EPA pictures of the re-labeled cases 
along with a certification that the re-labeling has been completed. 

We understand that following receipt of the photos and certification, EPA will verify compliance with the SSURO and 
then issue a vacate letter at which time we may distribute the product. 

Thanks again for meeting with us this afternoon. We found the discussion to be really helpful. Please reach out to me 
with any questions or concerns. 

Regards, 

Jennifer 

,Jennifer C. H,unwr 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 ,, jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-maH or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 
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From: Tomczak, Kimberly (mailto:Tomczak.Kimberly@epa.gov] 
Sent: Monday, August 20, 2018 10:16 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina 
<jmessina@exponent.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

l\!OTJC 

Hi Jennifer, 

Yes, I am available today to discuss Case No. FIFRA-04-2018-3257. 

I am available anytime today until 5PM. Let me know what time works best for you. 

Regards, 

l\.. ll l d h, 1 h j \ )i J /; ~ k 1 ,d ! t') ( 'i l.. / / j J -< 
{ .\ L11\ff(}lll/H'Jd~il 1'1·1)/1':·!it)i!. '\H\ !((::/\!/! { 
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! 1, rn i Tolllczak.killlbcrlyQt\:pa.go\' 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Friday, August 17, 201811:17 AM 
To: Tomczak, Kimberly <Tomczak;Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina 
<jmessina@exponent.com> 
Subject: Case No. FIFRA-04-2018-3257 

Dear Officer Tomczak, 

I would first like to introduce myself. My name is Jennifer Harmer and I am in the US Regulatory Affairs group at 
Zoetis. I am writing in regards to Case No. FIFRA-04-2018-3257 for lnovotabs (EPA Registration Number 71847-3-
1007). We are currently working to address the comments in the letter. Do you happen to have any availability on 
Monday, August 20th for a phone call? We would like to provide you with the current status of the request and the 
actions we intend to take comply with the SSURO. Attendees on the call from my side would include myself, John Crane 
(Head of US Regulatory Affairs, Zoetis), and Jim Messina (Consultant, Exponent). 

Thanks in advance and I look forward to speaking with you. 

Regards, 
Jennifer 
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Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 '· jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 
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Tomczak, Kimberly 
a 

From: 
Sent: 
To: 

Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Wednesday, September 19, 2018 10:43 AM 
Tomczak, Kimberly 

Cc: Crane, John P 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

Thanks for this information! Can you please provide an estimate on timing to amend the SSURO? Do you anticipate that 
it can be amended in the next week or is this something that will take a significant amount oftime (e.g., weeks to 

months)? 

I appreciate your assistance with this! 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, September 19, 2018 9:29 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Jennifer, 

We are going to amend the SSURO to allow you to relabel at the other facility listed. 

Please be advised that the product cannot be moved or relabeled at the facility until the Amended SSURO is issued. 

Regards, 

J\ ll r J!){ 1 l\ 1"\ )! i )'_,, ik. '. .!! ·, 1 l'· 

'l: 
) . i\,"\ 

l'1·,,lli J/!1 ', (J\I 

-~~ \ \ I ;,1 ii l, · 

l}/11})1\. jli i 1l,,_1 l 

l i;i.«:: Tomczak.kimbcrly@cpa.goY 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com) 

Sent: Monday, September 17, 201811:27 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
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Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: FW: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

Happy Monday! I hope you had an enjoyable weekend. 

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway, 
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are 
proposing to have the relabeling take place at Contrapac's facility that is around the block from the facility cited in the 
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036 
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling 
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on 
the label. 

Can you please confirm that relabeling at this facility is acceptable and complies with the requirements of the SSURO? 

Thanks! 
Jennifer 

,Jtmrnfor C Harn,er 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 i jennifer.harmer@zoetis.com 
Visit Us: zoetis. com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 30, 2018 9:09 AM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi John, 

Other shipments of the product can be imported. The label should be in compliance of FIFRA. 

Regards, 
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; 1:1.1ii Tomczak.kimbcrly@cpa.gov 

From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Thursday, August 30, 2018 9:02 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Thanks Kimberly. In answer to your question, I have just had it confirmed that no we do not. 

Best regards, John 

clohn P Crar,:c· 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 I Cell: 269.760.1241 r john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zgetis 
FOR ANIMAtS. FOR HfAlJH .. FOR YOU 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 30, 2018 8:04 AM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 

<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

f\!i)T\C 

Hi John, 

The SSURO only applies to the two shipments in the SSURO. 
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Do you have another shipment that arrived in the US that contains the same misbranded product? 

Regards, 

l\.i!; ~t )! J j\ i }l i l 1, ,1 

r ') l·.1. ,, t' ( >'.111 '.\ ; 11 ,,1 ; r ! ,1 I { ', 11 ·\. 

j, 1,i,·,, "{ ,;, ·( 
'1 I i ,,i (, '.;,) 

l 1:1 11 Tomczak.kimbcrly@cpa.gm· 

From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Wednesday, August 29, 2018 1:30 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Dear Kimberly: 

Jennifer is on vacation this week so I contacting you. I have an update and a question. 

The update is that we have corrected the labeling and will be printing those shortly for the relabeling operation at 
Contrapac. Once completed we will be sending you the pictures plus the certification letter of compliance. 

Regarding the SSURO (attached), please can you confirm that this only applies to the two on-hold consignments 
specified in the SSURO. I ask because we have new stock on order that will be labeled with fully compliant labeling and 
which might be ready for shipment from Medentech, Ireland to the US even before we receive the vacate letter from 
EPA for the two on-hold consignments. We are looking for confirmation that we are ok to do that. 

Many thanks. 

Best regards, John 

John ram' 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 i Cell: 269.760.1241 : john.p.crane@zoetis.com 
Visit Us: zoetis. com 

zgetis 
FOR ANlMAlS. FOR HEAHH. FOR YOU. 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is u~authorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 
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From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 23, 2018 4:24 PM · 

To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

T 

' 

Hi Jennifer, 

A photo of each stack will suffice. 

I hope that helps. If you would like to discuss further, please let me know. 

Regards, 

( .. ,, l /l\/11,J;/,!!I. j\ ,1/ ''(/\1._·,·1 

! :11,,,, Tomczak.kimhcrly@cpa.gm· 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com) 
Sent: Wednesday, August 22, 2018 1:09 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

Thanks for your message. To make sure I understand the requirements, can you please clarify if a photo of each stack, 
with a few individual units for detail would be sufficient or is the requirement to send a photo of each individual unit? 

Thanks in advance for your assistance! 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, August 22, 2018 9:54 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 
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NOHC!:::. 

Hi Jennifer, 

A variety of different pictures will be needed. Please provide legible pictures of the label on the product (labels from 
each entry) and a picture of the container/tub itself. In addition, provide pictures of all the tubs, if they are stacked 
together. 

I hope that helps. If you would like to discuss further, please let me know. 

Regards, 

~\, I J l i ( F'' i \ , l i J ~ , , ii . ; ,I'. 

! ~') i · l l \ J 1 ( , : I '. \-, · l l i , i j ; ,, ', 1 1 \ '! ( i < i 

j I j ; 1; ,\ [ \ ~! ·~ \ 

1. f; l; l I j ( ) J , '. / 1 • ' : ~; ,' 

i 1, ,; 111 Tomczak.kimbcrly@cpa.gm 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Tuesday, August 21, 2018 2:27 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

I hope your Tuesday is going well! 

Following our call yesterday, we have an additional question regarding the SSURO. Specifically, point 20(b)(ii) requires 
Zoetis to submit pictures to the EPA of the re-labeled cases. Can you help us to understand the expectations for the 
pictures? Is a picture of one tub and one outer carton sufficient or should we submit pictures of a certain percentage of 
the cases? If more than one picture is required, can you please specify the number or percentage of cases for which we 
should submit pictures? 

Thanks in advance for your assistance. We really appreciate your support. 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Monday, August 20, 2018 3:12 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
c;c: Crane, John P <john.p.crane@zoetis.com> 
Jubject: RE: Case No. FIFRA-04-2018-3257 

6 



Hi Jennifer, 

It was nice talking with you earlier. 

Glad I could be of assistance. I will wait to hear back from you when the product has been relabeled. 

Regards, 

l} 1 ·,~I t 1 : 1 l l • ,~ ',, 1 · t l , ) i , 

l 1,,.,,:· Tomczak.kimberly@cpa.gov 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Monday, August 20, 2018 2:44 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Officer Tomczak, 

Thanks again for meeting with us to discuss Case No. FIFRA-04-2018-3257. As discussed, we are in receipt of the SSURO 
and are working to resolve the labeling discrepancies that you identified. Additionally, we have done a line by line 
review of the artwork and have made some additional minor revisions in order to comply with the master label. The 
additional revisions include typos, formatting changes, and an update to the Environmental Hazards section to comply 
with the language on the master label for end-use products packaged in containers with sizes of less than 50 
pounds. The marked up artwork was sent to Medentech on Friday, August 17th with a request to expedite these label 
revisions. Once the artwork has been revised it will be sent to Contrapac, Inc. so that they may overlabel the two 
shipments of product that are subject to the SSURO. Product that is relabeled by Contrapac will include Contrapac's 
establishment number ( EPA Est. 52270-GA-001) in line with Chapter 14 of the Label Review Manual and 40 CFR 
156.lO(f) which requires labels to bear the establishment number of the final establishment at which the product was 
produced. Within 48 hours after completion of relabeling, we plan to submit to the EPA pictures of the re-labeled cases 
along with a certification that the re-labeling has been completed. 

We understand that following receipt of the photos and certification, EPA will verify compliance with the SSURO and 
then issue a vacate letter at which time we may distribute the product. 

Thanks again for meeting with us this afternoon. We found the discussion to be really helpful. Please reach out to me 

with any questions or concerns. 

Regards, 

Jennifer 

Jennifer C. Hanm,,, 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
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Office: 269.359.4857 i jennifer.harmer@zoetis.com 
Visit Us: zoetis.com · 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Monday, August 20, 2018 10:16 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina 
<jmessina@exponent.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Jennifer, 

Yes, I am available today to discuss Case No. FIFRA-04-2018-3257. 

I am available anytime today until 5PM. Let me know what time works best for you. 

Regards, 

; l ( t· 1 it:·-\ l 1 t \t. 'I.\\ ) 1 t,, ;, l. '.! 1· 

i 'i 1<>1 ii.'" ! I l i , H i'~1 

l ; , 1.1, i. Tomczak.kimhcrly@cpa.gm· 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Friday, August 17, 2018 11:17 AM 

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina 
<jmessina@exponent.com> 
Subject: Case No. FIFRA-04-2018-3257 

Dear Officer Tomczak, 

I would first like to introduce myself. My name is Jennifer Harmer and I am in the US Regulatory Affairs group at 
Zoetis. I am writing in regards to Case No. FIFRA-04-2018-3257 for lnovotabs (EPA Registration Number 71847-3-
1007). We are currently working to address the comments in the letter. Do you happen to have any availability on 
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Monday, August 20th for a phone call? We would like to provide you with the current status of the request and the 
actions we intend to take comply with the SSURO. Attendees on the call from my side would include myself, John Crane 
(Head of US Regulatory Affairs, Zoetis), and Jim Messina (Consultant, Exponent). 

Thanks in advance and I look forward to speaking with you. 

Regards, 
Jennifer 

.Jermi1er . Hanner 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 ; jennifer.harmer@.zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 
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Tomczak, Kimberly 

From: 
Sent: 

Nicola Roche <nicola.roche@kersia-group.com> 
Tuesday, November 27, 2018 5:43 AM 

To: Tomczak, Kimberly 
Subject: RE: FIFRA-04-2018-3257 

Hi Kimberly, 

Yes thank you, Michael was a great help! 
I hope you had a wonderful Thanksgiving. 

· Kind regards 

Nicola 

Nicola ROCHE 

nicola.roche(f1lkersw-group.com 
M/ -+·353 86 805 9380 T/ +3S3 S3 91. 1<:129 

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Sent: Monday 26 November 2018 18:12 
To: Nicola Roche <nicola.roche@kersia-group.com> 
Subject: RE: FIFRA-04-2018-3257 

Hi Nicola, 

I believe Michael Bauman responded to the company while I was out of the office. 

Please let me know if you have any additional questions. 

Regards, 

! , :.. . ,, \ '. \, 11 i \ . ~, 

t,J h,; ,\Iii 

r 11 i., 11. Tomczak.kimbcrlyvi?cpa.gov 
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From: Nicola Roche <nicola.roche@kersia-group.com> 
Sent: Tuesday, November 20, 2018 10:10 AM 

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: [SPAM-Sender] FIFRA-04-2018-3257 

Good afternoon Kimberly, 
I hope my mail finds you well. 
At the moment I am trying to schedule the return of goods from Contra Pac to Ireland. 
We have forwarded revised packing lists and an invoice for the return leg, however I am not sure if we need approval 
from the EPA to move the goods? 
The attached only states a letter must be provided when goods are received into our warehouse in Wexford. 

The broker has asked the following: 

Will this be under US Customs/FDA supervision i.e. they need to be present when container is loaded? 

If you could help clarify whether we can just ship the goods or whether we need an EPA official present, I would really be 
very grateful. 

Thank you for your help 
Kind regards 
Nicola 

Nicola ROCHE 

n1r.:01a .. roche@kersi?, ,~rol,1p.<::orn 
M .- + 353 86 80.5 9380 T +:3'>3 53 91 l l92.9 

kersia.~;· 
I I 

... 
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Tomczak, Kimberly 

From: 
Sent: 

Nicola Roche <nicola.roche@kersia-group.com> 
Tuesday, November 27, 2018 5:43 AM 

To: Tomczak, Kimberly 
Subject: RE: FIFRA-04-2018-3257 

Hi Kimberly, 
Yes thank you, Michael was a great help! 
I hope you had a wonderful Thanksgiving. 

Kind regards 
Nicola 

kers-ia-~ 

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Sent: Monday 26 November 2018 18:12 
To: Nicola Roche <nicola.roche@kersia-group.com> 
Subject: RE: FIFRA-04-2018-3257 

Hi Nicola, 

I believe Michael Bauman responded to the company while I was out of the office. 

Please let me know if you have any additional questions. 

Regards, 

. ~ 'l i !{ I 

IJ.l·....,11 !t ·.,'\!'( ,i; !/ 

,, ·•. 
,\/ ,'./ 

l 111.1 ii, 'romczak.kimhcrly<i:1?cpa.gov 
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From: Nicola Roche <nicola.roche@kersia-group.com> 
Sent: Tuesday, November 20, 2018 10:10 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: [SPAM-Sender] FIFRA-04-2018-3257 

Good afternoon Kimberly, 
I hope my mail finds you well. 
At the moment I am trying to schedule the return of goods from ContraPac to Ireland. 
We have forwarded revised packing lists and an invoice for the return leg, however I am not sure if we need approval 
from the EPA to move the goods? 
The attached only states a letter must be provided when goods are received into our warehouse in Wexford. 

The broker has asked the following: 

Will this be under US Customs/FDA supervision i.e. they need to be present when container is loaded? 

If you could help clarify whether we can just ship the goods or whether we need an EPA official present, I would really be 
very grateful. 

Thank you for your help 
Kind regards 
Nicola 

Nicola ROCHE 

,-,kersia~ 
! 'l •.',' 

2 



Tomczak, Kimberly 

From: 
Sent: 
To: 
Cc: 
Subject: 

Hi Kim, 

Harmer, Jennifer <jennifer.harmer@zoetis.com > 

Monday, November 12, 2018 7:49 AM 
Tomczak, Kimberly; Crane, John P 
Bauman, Michael; Ho, Kanoelehua 
RE: Case No. FIFRA-04-2018-3257 

I received the letter last Thursday informing Zoetis that we can export the two shipments listed in the SSURO. Within 
the SSURO, there is a request for a letter confirming that the product has been exported to and received at Medentech 
in Ireland. Can you please confirm that a single letter confirming both export and receipt will suffice or if the request is 
for two separate letters, one confirming export and another confirming receipt? 

Thanks in advance for your assistance with this! 

Regards, 

Jennifer 

From: Tomczak, ·Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Tuesday, November 06, 2018 7:04 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Crane, John P <john.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Jennifer, 

We hope to get a letter out to you shortly in regards to the next step. 

If you do not receive anything by close of business on Thursday, November 8, please let me know. 

Regards, 

• ,,;, i i l ;· 1,,, ;1': 

{) i j-, ,; - ·,'ii l \ \ ;,) ' 

! «lil, 

L11 ::11 \ 'l 'omczak.kimbcrly@cpa.goY 
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From: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Sent: Monday, November 05, 2018 4:11 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Crane, John P <john.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

John Crane is out of the office this week and so I am following up on the below shipment. Can you please advise on next 
steps to export this consignment at Contrapac back to Medentech, Ireland? 

Thanks in advance! 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, October 31, 2018 4:03 PM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

rtCE This 

Hi John, 

I am in discussions with my Supervisor about the steps that will need to be taken to get these shipments exported. 

I will be in touch with you tomorrow or Friday. 

Regards, 

l ,') {· i \' I j I ) ! ! /: H j ! ! i; ! i I 

1i-1(l(, .l\, li, i\] 

t: 1 i 1 : t ., \ t \ ···,: . _,;1 \ 

P\1, ,q, h \ ! ;I 

[ 11 1:.Tomczak.kimbcrly@cpa.gm· 

From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Tuesday, October 30, 2018 6:47 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Good morning Kimberly: 

Are you able to advise on next steps to export this consignment at Contrapac back to Medentech, Ireland? 
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Thanks, John 

Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 i Cell: 269. 760.1241 ' john.p.crane@zoetis.com 
Visit Us: zoetis. com 

z.getis 
FOR AH!MAlS. FO.R HfAU.H. FOR YOU 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken} in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Crane, John P 
Sent: Tuesday, October 23, 2018 3:33 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Kimberly: 

Thank you for your message. We look forward to hearing back from you. 

Best regards, John 

John P Gran,' 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 i Cell: 269. 760.1241 i john.p.crane@zoetis.com 
Visit Us: zoetis.com 

z.get,s 
FOR ANIMALS. FOR HEAUH. .. FOR YOU. 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s} only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 
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From: Tomczak, Kimberly [mailto:Tornczak.Kimberly@epa.gov] 
Sent: Tuesday, October 23, 2018 3:16 PM 
To: Crane, John P <john.p.crane@zoetis.com> 

Cc: Bauman, Michael <bauman.rnichael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE. 

Good afternoon, 

I have reached out to my Supervisor in regards to this request and will get back in touch with you as soon as I can. 

The shipment should remain where it is currently located until you hear back from the EPA Region 4 office. 

Thank you, 

,, 
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From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Monday, October 22, 2018 11:30 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Kimberly: 

My colleague Jennifer Harmer is travelling this week hence this email from me. 

The relabeling operation was commenced last week at Contrapac but it was found that the wording from the original 
label was not completely obscured by the new label, so the operation was immediately halted. 

Medentec has now decided to export the two shipments back to their facility in Ireland and relabel or repackage there. 
Please can you advise as to what is needed from EPA to allow this export (SSURO, II. ORDER, 20. (a)). I am not sure if we 
need another letter releasing these two shipments from the SSURO. 

Thank you in advance. 

John P. Cra,w 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098. Cell: 269.760.1241 i john.p.crane@zoetis.com 
Visit Us: zoetis. com 
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zgetis 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee{s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Harmer, Jennifer 
Sent: Thursday, October 18, 2018 11:35 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kim, 

Attached are the labels that will be used for relabeling the two shipments. 

Please do not hesitate to contact me with additional questions or concerns. 

Thanks! 
Jennifer 

,Jennifor C. HBrnwr 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 i jennifer.harmer@.zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee{s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov J 
Sent: Thursday, October 18, 2018 9:40 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 
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Good morning, 

Thank you for the update. Can you send me a copy of the label that you plan to use for relabeling the products? 

Thank you, 

f-.~) l j :t 'j l\ 1 i ) 1 ) \ j k l , Jt 
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Thursday, October 18, 2018 9:15 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Kimberly, 

In response to your questions below, please note that the re-labeling of the two shipments outlined in the SSURO is in 
progress. We anticipate that the relabeling will be completed next week. We will be in touch once the relabeling is 
complete. 

Please do not hesitate to contact me with any additional questions. 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, October 17, 2018 5:43 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NUT1i.JE: 

Good afternoon, 

What is the status of these two shipments that are outlined in the SSURO? Have they been relabeled? 

Regards, 

6 
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Thursday, September 27, 2018 5:11 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

I am writing to follow-up on the amendment to the SSURO. Do you happen to have any information on when we can 
expect to receive the amendment? 

Thanks in advance! 

Jennifer 

From: Harmer, Jennifer 
Sent: Wednesday, September 19, 2018 5:33 PM 
To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

There is an error in the number below. The correct establishment number is 52270-GA-03 and the address is 5400 
Bucknell Drive, Atlanta, GA 30336. 

Apologies for the confusion and thanks again for your assistance. 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, September 19, 2018 4:37 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

.\lOTIGt:: .. 

Hi Jennifer, 
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Below you state that you would like to relabel the product at EPA Est. No. 52770-GA-03. Is that the correct number? 

Thank you, 

~·\. j j l \ !. l l '· ! \ i l; 

l 1, 1 11, · 'l 'omczak.kimbcrly((1>cpa.gov 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Monday, September 17, 20181:44 PM 
To: Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Officer Bauman, 

Thank you for the information. I will discuss with Officer Tomczak when she returns to the office tomorrow. 

Thanks! 
Jennifer 

From: Bauman, Michael [mailto:bauman.michael@epa.gov] 
Sent: Monday, September 17, 201811:54 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOT 

Good morning Ms. Harmer, 

At this time, the product's location and any manipulation of the product must remain in compliance with the SSURO that 
has been issued. Prior to the product being moved, the Stop, Sale, Use or Removal Order (SSURO) would require an 
amendment that must be signed and issued in a similar fashion with which the original SSURO was issued and under the 
same docket number. 

If you still wish request that the SSURO be amended to accommodate the change described below, please discuss the 
matter further with Ms. Tomczak when she returns to the office tomorrow .. 

~egards, 
Michael 

Michael L. Bauman, MS I Life Scientist, Pesticides Section I Chemical Safety and Enforcement Branch 
Air, Pesticides and Toxics Management Division I U.S.- Environmental Protection Agency Region 4 
61 Forsyth Street, SW Atlanta, GA 30303 I Tel: 404-562-8962 I Email: bauman.michi!rl@wa,.g_QY 

8 



CONFIDENTIALITY NOTICE: This message is intended exclusively for the individual(s) or entity(s) to whom or to which it is 
addressed. This communication may contain information that is proprietary, privileged, pre-decisional, confidential or 
otherwise legally exempt from disclosure. If you are not the named addressee, you are not authorized to read, print, retain, 
copy, or disseminate this message or any part of it If you have received this message in error, please notify the sender 
immediately by e-mail and delete all copies of the message. 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Monday, September 17, 201811:36 AM 
To: Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Officer Bauman, 

I just received Officer Tomczak's out of office and so am hoping you can address a question that we have regarding Case 
No. FIFRA-04-2018-3257. 

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway, 
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are 
proposing to have the relabeling take place at Contrapac's facility that is around the block from the facility cited in the 
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036 
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling 
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on 
the label. 

Can you please confirm that relabeling at this facility (EPA Establishment Number 52770-GA-03) is acceptable and 
complies with the requirements of the SSURO? 

Thanks in advance for your assistance and I look forward to hearing from you. 

Regards, 
Jennifer 

,Jennifor c_ Harmer 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 i jennifer.harmer@zoetis.com 
Visit Us: zoetis_com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Harmer, Jennifer 
Sent: Monday, September 17, 201811:27 AM 
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To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: FW: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

Happy Monday! I hope you had an enjoyable weekend. 

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway, 
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are 
proposing to have the relabeling take place at Contrapac's facility that is around the block from the facility cited in the 
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036 
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling 
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on 
the label. 

Can you please confirm that relabeling at this facility is acceptable and complies with the requirements of the SSURO? 

Thanks! 
Jennifer 

Jennifer C. HarnH:::r 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 i jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immed"iately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 30, 2018 9:09 AM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi John, 

Other shipments of the product can be imported. The label should be in compliance of FIFRA. 

Regards, 
10 
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From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Thursday, August 30, 2018 9:02 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Thanks Kimberly. In answer to your question, I have just had it confirmed that no we do not. 

Best regards, John 

.Jorm P. Crnne 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 I Cell: 269.760.1241 i john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zgetis 
FOR AHIMMS. FOR HEAUH. FOR YOU. 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 30, 2018 8:04 AM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho .ka noel eh ua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE: nws 

I ..... 
Hi John, 

11 



The SSURO only applies to the two shipments in the SSURO. 

Do you have another shipment that arrived in the US that contains the same misbranded product? 

Regards, 

., 
ii.. 
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From: Crane, John P [mailto:iohn.p.crane@zoetis.com] 
Sent: Wednesday, August 29, 2018 1:30 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Harmer, Jennifer <iennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Dear Kimberly: 

Jennifer is on vacation this week so I contacting you. I have an update and a question. 

The update is that we have corrected the labeling and will be printing those shortly for the relabeling operation at 
Contrapac. Once completed we will be sending you the pictures plus the certification letter of compliance. 

Regarding the SSURO (attached), please can you confirm that this only applies to the two on-hold consignments 
specified in the SSURO. I ask because we have new stock on order that will be labeled with fully compliant labeling and 
which might be ready for shipment from Medentech, Ireland to the US even before we receive the vacate letter from 
EPA for the two on-hold consignments. We are looking for confirmation that we are ok to do that. 

Many thanks. 

Best regards, John 

John P. Craiw 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 i Cell: 269.760.1241 i john.p.crane@zoetis.com 
Visit Us: zoetis.com 

~etis 
FOR ANfMAtS, FOR HFALHL fOR VOil 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 

12 



any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 23, 2018 4:24 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.o.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTiCE: 

Hi Jennifer, 

A photo of each stack will suffice. 

I hope that helps. If you would like to discuss further, please let me know. 

Regards, 
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Wednesday, August 22, 2018 1:09 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.o.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

Thanks for your message. To make sure I understand the requirements, can you please clarify if a photo of each stack, 
with a few individual units for detail would be sufficient or is the requirement to send a photo of each individual unit? 

Thanks in advance for your assistance! 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, August 22, 2018 9:54 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.o.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

13 



Hi Jennifer, 

A variety of different pictures will be needed. Please provide legible pictures of the label on the product (labels from 
each entry) and a picture of the container/tub itself. In addition, provide pictures of all the tubs, if they are stacked 
together. 

I hope that helps. If you would like to discuss further, please let me know. 

Regards, 

h ... J]/l/);'l'i1 1 ':11: ::, ; .J! \,,, :, l i' . 
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Tuesday, August 21, 2018 2:27 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

I hope your Tuesday is going well! 

Following our call yesterday, we have an additional question regarding the SSURO. Specifically, point 20(b)(ii) requires 
Zoetis to submit pictures to the EPA of the re-labeled cases. Can you help us to understand the expectations for the 
pictures? Is a picture of one tub and one outer carton sufficient or should we submit pictures of a certain percentage of 
the cases? If more than one picture is required, can you please specify the number or percentage of cases for which we 
should submit pictures? 

Thanks in advance for your assistance. We really appreciate your support. 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Monday, August 20, 2018 3:12 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 
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NOTlCE Th1s • 

Hi Jennifer, 

It was nice talking with you earlier. 

Glad I could be of assistance. I will wait to hear back from you when the product has been relabeled. 

Regards, 

l ,1,;11i.'l'<>mc·zak.kimbcrly@q,a.gov 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Monday, August 20, 2018 2:44 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Officer Tomczak, 

Thanks again for meeting with us to discuss Case No. FIFRA-04-2018-3257. As discussed, we are in receipt of the SSURO 
and are working to resolve the labeling discrepancies that you identified. Additionally, we have done a line by line 
review of the artwork and have made some additional minor revisions in order to comply with the master label. The 
additional revisions include typos, formatting changes, and an update to the Environmental Hazards section to comply 
with the language on the master label for end-use products packaged in containers with sizes of less than 50 
pounds. The marked up artwork was sent to Medentech on Friday, August 17th with a request to expedite these label 
revisions. Once the artwork has been revised it will be sent to Contrapac, Inc. so that they may overlabel the two 
shipments of product that are subject to the SSURO. Product that is relabeled by Contrapac will include Contrapac's 
establishment number ( EPA Est. 52270-GA-001) in line with Chapter 14 of the Label Review Manual and 40 CFR 
156.lO(f) which requires labels to bear the establishment number of the final establishment at which the product was 
produced. Within 48 hours after completion of relabeling, we plan to submit to the EPA pictures of the re-labeled cases 
along with a certification that the re-labeling has been completed. 

We understand that following receipt of the photos and certification, EPA will verify compliance with the SSURO and 
then issue a vacate letter at which time we may distribute the product. 

Thanks again for meeting with us this afternoon. We found the discussion to be really helpful. Please reach out to me 

with any questions or concerns. 

Regards, 

Jennifer 

Jennifer C. Harmm 
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Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 i jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Monday, August 20, 2018 10:16 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina 
<jmessina@exponent.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Jennifer, 

Yes, I am available today to discuss Case No. FIFRA-04-2018-3257. 

I am available anytime today until 5PM. Let me know what time works best for you. 

Regards, 
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Friday, August 17, 2018 11:17 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina 
<jmessina@exponent.com> 
Subject: Case No. FIFRA-04-2018-3257 

pear Officer Tomczak, 

16 



I would first like to introduce myself. My name is Jennifer Harmer and I am in the US Regulatory Affairs group at 
Zoetis. I am writing in regards to Case No. FIFRA-04-2018-3257 for lnovotabs (EPA Registration Number 71847-3-
1007). We are currently working to address the comments in the letter. Do you happen to have any availability on 
Monday, August 20th for a phone call? We would like to provide you with the current status of the request and the 
actions we intend to take comply with the SSURO. Attendees on the call from my side would include myself, John Crane 
(Head of US Regulatory Affairs, Zoetis), and Jim Messina (Consultant, Exponent). 

Thanks in advance and I look forward to speaking with you. 

Regards, 
Jennifer 

Jenniftot 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 I jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken} in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 
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Tomczak. Kimberly 

From: Bauman, Michael 
Sent: 
To: 

Wednesday, November 21, 2018 9:38 AM 
Crane, John P; Nicola Roche 

Cc: 
Subject: 

Harmer, Jennifer; Tomczak, Kimberly; Ho, Kanoelehua 
RE: Case No. FIFRA-04-2018-3257 

Good morning, 

That is correct. 

Regards, 
Michael 

Tel: 404-562-8962 I Email: lli!!!!!Ell1,!nichacl@epi!.,g_Q..y 

From: Crane, John P <john.p.crane@zoetis.com> 
Sent: Wednesday, November 21, 2018 8:55 AM 
To: Bauman, Michael <bauman.michael@epa.gov>; Nicola Roche <nroche@medentech.com> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Ho, Kanoelehua 

<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Good morning Michael. 

All noted. 

Do I interpret correctly therefore that an EPA official does not need to be present when the container is loaded for 

export at Contrapac (for export back to the Medentech facility in Ireland)? 

Thank you. 

Best regards, John 

,John P Cr;.ciiVi 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 1 Cell: 269.760.1241 l john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zgetis 
FOR ANIMAlS. fOR HtALH-L FOR YOU. 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
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any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Bauman, Michael [mailto:bauman.michael@epa.gov] 
Sent: Wednesday, November 21, 2018 8:47 AM 
To: Crane, John P <john.p.crane@zoetis.com>; Nicola Roche <nroche@medentech.com> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

I\J(J 

Good morning, 

Please note a correction in the second paragraph below: 

As part of the verification requested for when the shipment arrives at Medentech in Ireland (from the letter stamped 
November 5, 2018), please provide a signed certification from Zoetis' chief executive officer (CEO) or other authorized 
official of the company stating the quantity of product exported, the date and location of export and the date and 
location of receipt at Medentech. 

Please note that the EPA may decide to conduct an inspection at Contrapac's facility to confirm and verify that the 
product has been exported. 

Regards, 
Michael 

Tel: 404-562-8962 I Email: bauman.michael.@.~JM-J!.PV 

From: Crane, John P <john.p.crane@zoetis.com> 
Sent: Tuesday, November 20, 2018 1:40 PM 
To: Bauman, Michael <bauman.michael@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Thanks Michael. 

Regards, John 

From: Bauman, Michael [mailto:bauman.michael@epa.gov] 
Sent: Tuesday, November 20, 2018 1:23 PM 
To: Crane, John P <john.p.crane@zoetis.com>; Nicola Roche <nroche@medentech.com> 
Cc: Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer <jennifer.harmer@zoetis.com>; Tomczak, Kimberly 

<Tomczak. Kimberly@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 
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Good afternoon, 

I have forwarded on your and Nicole's questions for a response and will provide the additional information when it is 
available. 

Regards, 
Michael 

Tel: 404-562-8962 I Email: !li!.11..man.1nkhael@~u,w:ov 

From: Crane, John P <john.p.crane@zoetis.com> 
Sent: Tuesday, November 20, 2018 12:56 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Dear Kim: 

Jennifer is off on vacation this week hence the email from me. 

Medentech is now ready to ship these two shipments back to Ireland. The broker has asked the question whether an 
EPA official needs to be present when the container is loaded at Contrapac. The attached EPA letter states "The EPA 
Region 4 is hereby allowing Zoetis to export the products back to a Medentech facility in Ireland." There is no mention of 
this needing the oversight of an EPA official. Please can you confirm that no EPA official needs to be present when the 
container is loaded for export. 

Thank you. 

Best regards, John 

John P Grnne 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 I Cell: 269.760.1241 ! john.p.crane@zoetis.com 
Visit Us: zoetis.com 

~etis 
FOR ANIMALS. FOR HF.AUi-!. YO!l 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Tuesday, November 13, 2018 7:15 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Crane, John P <john.p.crane@zoetis.com> 
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Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Jennifer, 

You can send one letter that states both pieces of information. 

Please let me know if you have any additional questions. 

Regards, 

i·'\:llitH '/,. i ,!tJ, ' 

J:.,.·,.:('.J: 

11/ ! '1:',' :/i 

j::I 1 .. ;!! .. '. 

h 11.11 !: Tomczak.kimbcrly((i?cpa.gov 

From: Harmer, Jennifer <iennifer.harmer@zoetis.com> 
Sent: Monday, November 12, 2018 7:49 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Crane, John P <john.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kim, 

I received the letter last Thursday informing Zoetis that we can export the two shipments listed in the SSURO. Within 
the SSURO, there is a request for a letter confirming that the product has been exported to and received at Medentech 
in Ireland. Can you please confirm that a single letter confirming both export and receipt will suffice or if the request is 
for two separate letters, one confirming export and another confirming receipt? 

Thanks in advance for your assistance with this! 

Regards, 

Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Tuesday, November 06, 2018 7:04 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Crane, John P <iohn.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 
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NOTICE 

Hi Jennifer, 

We hope to get a letter out to you shortly in regards to the next step. 

If you do not receive anything by close of business on Thursday, November 8, please let me know. 

Regards, 

/ \. 11 ! l ( ) ( ; j 't , · : ; i ~ , I '. . , I 1 1 , ,. 1 \ i ,, , 

f \ l .:1\ ll ! l :,1)C. :!i ; I I ,t , (' \ ' 

! l '~ ! j ' \ i ) '. 
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1 1,,,. 11 Tomczak.kimbcrly@cpa.gov 

From: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Sent: Monday, November 05, 2018 4:11 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Crane, John P <john.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

John Crane is out of the office this week and so I am following up on the below shipment. Can you please advise on next 
steps to export this consignment at Contrapac back to Medentech, Ireland? 

Thanks in advance! 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, October 31, 2018 4:03 PM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 

<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi John, 

I am in discussions with my Supervisor about the steps that will need to be taken to get these shipments exported. 

I will be in touch with you tomorrow or Friday. 

Regards, 
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i 111;,1i: 'l'omczak.kimbcrly@cpa.gov 

From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Tuesday, October 30, 2018 6:47 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Good morning Kimberly: 

Are you able to advise on next steps to export this consignment at Contrapac back to Medentech, Ireland? 

Thanks, John 

,John P. Grane 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 ! Cell: 269.760.1241 : john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zgetis 
FOR ANIMAtS. FOR HEAUH. FOR VOU 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Crane, John P 
Sent: Tuesday, October 23, 2018 3:33 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 

<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Kimberly: 

Thank you for your message. We look forward to hearing back from you. 

Best regards, John 
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John P. Cran& 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098: Cell: 269.760.1241 i.john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zgetis 
fOR ANiMAlS. FOR HfAHH FOR 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberfy@epa.gov] 
Sent: Tuesday, October 23, 2018 3:16 PM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michaef@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

jf(, 

Good afternoon, 

I have reached out to my Supervisor in regards to this request and will get back in touch with you as soon as I can. 

The shipment should remain where it is currently located until you hear back from the EPA Region 4 office. 

Thank you, 

l .1, ii · romczak.kimbcrlycir)cpa.go\· 

From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Monday, October 22, 2018 11:30 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Bauman, Michael <bauman.michaef@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Kimberly: 
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My colleague Jennifer Harmer is travelling this week hence this email from me. 

The relabeling operation was commenced last week at Contrapac but it was found that the wording from the original 
label was not completely obscured by the new label, so the operation was immediately halted. 

Medentec has now decided to export the two shipments back to their facility in Ireland and relabel or repackage there. 
Please can you advise as to what is needed from EPA to allow this export (SSURO, II. ORDER, 20. (a)). I am not sure if we 
need another letter releasing these two shipments from the SSURO. 

Thank you in advance. 

John F Crane 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269. 359. 9098 I Cell: 269. 760. 1241 : john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zgetis 
FOR ANIMAlS. FOR HEAlTH. FOR YOU 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorise,d and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Harmer, Jennifer 
Sent: Thursday, October 18, 2018 11:35 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kim, 

Attached are the labels that will be used for relabeling the two shipments. 

Please do not hesitate to contact me with additional questions or concerns. 

Thanks! 
Jennifer 

.Jennifor C. Harmf:, 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 ! jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 
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LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee{s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, October 18, 2018 9:40 AM 
To: Harmer, Jennifer <iennifer.harmer@zoetis.com> 
Cc: Crane, John P <iohn.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Good morning, 

Thank you for the update. Can you send me a copy of the label that you plan to use for relabeling the products? 

Thank you, 

'k11,il"",!'. 
l ""! l!\ ') :11i,''./:,, 1 1 1 ,;,·, (!i '• 

:1i,/, \ :,:1; 

i ; r 1; I: cl 0

0lllCZak.kimbt:rfy((l)cpa.gO\· 

From: Harmer, Jennifer [mailto:iennifer.harmer@zoetis.com] 
Sent: Thursday, October 18, 2018 9:15 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Kimberly, 

In response to your questions below, please note that the re-labeling of the two shipments outlined in the SSURO is in 
progress. We anticipate that the relabeling.will be completed next week. We will be in touch once the relabeling is 
complete. 

Please do not hesitate to contact me with any additional questions. 

Regards, 
Jennifer 
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From: Tomczak, Kimberly {mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, October 17, 2018 5:43 PM 
To: Harmer, Jennifer <jennifer.harrner@zoetis.com> 

Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 

Subject: RE: Case No. FIFRA-04-2018-3257 

NCTiGc. 

Good afternoon, 

What is the status of these two shipments that are outlined in the SSURO? Have they been relabeled? 

Regards, 

l't·d!Cl{I( ",(Ill,,; 

td l·ot..,\tL >·d ")\\ \1L1iJ!,i. ~, \ >;L; 1
/'' 
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I r I i,i! !. Tomczak.kimbcr!y({r)cpa.gm· 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Thursday, September 27, 2018 5:11 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.rnichael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

l am writing to follow-up on the amendment to the SSURO. Do you happen to have any information on when we can 
expect to receive the amendment? 

Thanks in advance! 

Jennifer 

From: Harmer, Jennifer 
Sent: Wednesday, September 19, 2018 5:33 PM 
To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

tii Kimberly, 

There is an error in the number below. The correct establishment number is 52270-GA-03 and the address is 5400 

~ucknell Drive, Atlanta, GA 30336. 

10 



Apologies for the confusion and thanks again for your assistance. 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, September 19, 2018 4:37 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Jennifer, 

Below you state that you would like to relabel the product at EPA Est. No. 52770-GA-03. Is that the correct number? 

Thank you, 

:,) f·1.l!>\i) 1 'ti \\ \! Jj,-, {, \ \!\ ,1) 

I 'i:, ,; ,, . iP j . ii) ••. >i' 

l , , , n I: Tomczak.kimhcrly<rPcpa.go\· 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Monday, September 17, 20181:44 PM 
To: Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Officer Bauman, 

Thank you for the information. I will discuss with Officer Tomczak when she returns to the office tomorrow. 

Thanks! 
Jennifer 

From: Bauman, Michael [mailto:bauman.michael@epa.gov] 
Sent: Monday, September 17, 2018 11:54 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

11 



NOTICE: 

Good morning Ms. Harmer, 

At this time, the product's location and any manipulation of the product must remain in compliance with the SSURO that 
has been issued. Prior to the product being moved, the Stop, Sale, Use or Removal Order (SSURO) would require an 
amendment that must be signed and issued in a similar fashion with which the original SSURO was issued and under the 
same docket number. 

If you still wish request that the SSURO be amended to accommodate the change described below, please discuss the 
matter further with Ms. Tomczak when she returns to the office tomorrow .. 

Regards, 
Michael 

Michael L. Bauman, MS I Life Scientist, Pesticides Section I Chemical Safety and Enforcement Branch 
Air, Pesticides and Toxics Management Division I U.S. Environmental Protection Agency Region 4 
61 Forsyth Street, SW Atlanta, GA 30303 I Tel: 404-562-8962 j Email: bauman.michael@epa.gov 

CONFIDENTIALITY NOTICE: This message is intended exclusively for the individual(s) or entity(s) to whom or to which it is 
addressed. This communication may contain information that is proprietary, privileged, pre-decisional, confidential or 
otherwise legally exempt from disclosure. If you are not the named addressee, you are not authorized to read, print, retain, 
copy, or disseminate this message or any part of it. If you have received this message in error, please notify the sender 
immediately by e-mail and delete all copies of the message. 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Monday, September 17, 2018 11:36 AM 
To: Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Officer Bauman, 

I just received Officer Tomczak's out of office and so am hoping you can address a question that we have regarding Case 
No. FIFRA-04-2018-3257. 

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway, 
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are 
proposing to have the relabeling take place at Contrapac's facility that is around the block from the facility cited in the 
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036 
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling 
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on 

the label. 

Can you please confirm that relabeling at this facility (EPA Establishment Number 52770-GA-03) is acceptable and 

complies with the requirements of the SSURO? 

Thanks in advance for your assistance and I look forward to hearing from you. 

Regards, 
Jennifer 
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,Jennifer G. Harme, 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 1, jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Harmer, Jennifer 
Sent: Monday, September 17, 201811:27 AM 
To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: FW: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

Happy Monday! I hope you had an enjoyable weekend. 

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway, 
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are 
proposing to have the relabeling take place at Contrapac's facility that is around the block from the facility cited in the 
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036 
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling 
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on 
the label. 

Can you please confirm that relabeling at this facility is acceptable and complies with the requirements of the SSURO? 

Thanks! 
Jennifer 

Jenmfer C. Harrm:1 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 : jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 
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From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 30, 2018 9:09 AM 

To: Crane, John P <john.p.crane@zoetis.com> 

Cc: Harmer,.Jennifer<jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 

Subject: RE: Case No. FIFRA-04-2018-3257 

Hi John, 

Other shipments of the product can be imported. The label should be in compliance of FIFRA. 

Regards, 

l\.ll l l! '! [\ : Jl ! i( 1 :!, !. , J t 1 i, 1,: 

l >[ !, : ! l< . H) l, Ji L.~' l( ~' 

l ; , 1.11, · 'romczak.kimhcrlyCrl)cpa.gov 

From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Thursday, August 30, 2018 9:02 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoeleh ua@epa.gov> 

Subject: RE: Case No. FIFRA-04-2018-3257 

Thanks Kimberly. In answer to your question, I have just had it confirmed that no we do not. 

Best regards, John 

John P Gram: 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 l Cell: 269.760.1241 1 john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zget1s 
FOR ANlMAI.S. FOR Hf AtrR HlR VOil 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
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to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 30, 2018 8:04 AM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

N(JTiCi:': 

Hi John, 

The SSURO only applies to the two shipments in the SSURO. 

Do you have another shipment that arrived in the US that contains the same misbranded product? 

Regards, 

l ·"'1 l'.il\l\()fJJ}l;. iJj·,;! ~~~·1>!t'1. (:c•1 1 ,\·:., :/i'\ i<, ':}')!1 i 

}l; ... 11, if!t. '·, 'i '.;1·,1 

! .1,1.111 Tomczak.kimbcrly@cpa.gm·· 

From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Wednesday, August 29, 2018 1:30 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Dear Kimberly: 

Jennifer is on vacation this week so I contacting you. I have an update and a question. 

The update is that we have corrected the labeling and will be printing those shortly for the relabeling operation at 
Contrapac. Once completed we will be sending you the pictures plus the certification letter of compliance. 

Regarding the SSURO (attached}, please can you confirm that this only applies to the two on-hold consignments 
specified in the SSURO. I ask because we have new stock on order that will be labeled with fully compliant labeling and 
which might be ready for shipment from Medentech, Ireland to the US even before we receive the vacate letter from 
EPA for the two on-hold consignments. We are looking for confirmation that we are ok to do that. 

Many thanks. 
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Best regards, John 

John P G,anf, 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098: Cell: 269.760.1241 i john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zgetis 
FOR ANIMALS. FOR HEALTH. WR YOU. 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 

Sent: Thursday, August 23, 2018 4:24 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 

Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE 

Hi Jennifer, 

A photo of each stack will suffice. 

I hope that helps. If you would like to discuss further, please let me know. 

Regards, 

i >1: (, ,f) \ ] 1 I )j J / ! i ,, ') , 1 j i );] \ ;,( l [I/ I:.'. '.~1 ] 1\. .. \,, , '.';,:Ii l 

t ! • ·,\ jl \ ( 1 (. '- ')('I t / 1 l ! 

) ) l l 1 >: ,, \ i I; '')! . \, \ \I! !. ; ,'. " < \ -,,,, }, ,I, j i 

l 111; t1 i: Tomczak.kimbcrlyCiilcpa.goY 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 

Sent: Wednesday, August 22, 2018 1:09 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

16 



Thanks for your message. To make sure I understand the requirements, can you please clarify if a photo of each stack, 
with a few individual units for detail would be sufficient or is the requirement to send a photo of each individual unit? 

Thanks in advance for your assistance! 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, August 22, 2018 9:54 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTiCE. 

Hi Jennifer, 

A variety of different pictures will be needed. Please provide legible pictures of the label on the product (labels from 
each entry) and a picture of the container/tub itself. In addition, provide pictures of all the tubs, if they are stacked 
together. 

I hope that helps. If you would like to discuss further, please let me know. 

Regards, 

I\.11 i 1 i it, i ; \ I ., >i 11( k l . . : 1 t · > ... 1 :< 1111 ": 

I . ., f, j j '. l I\ ~11 J l l ( ( i I' l j 11 
. )j ( ·; j !i ); , \,,,:. [ !1 "\ 1 i 

\iJ !·1'1/_',\[/, "'"1i "•;\\ \i I ;f,i, \ \ ·,;}.~ ),' 

! j,. I i. 'romczak.kimhcrJy((/)cpa.gov 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Tuesday, August 21, 2018 2:27 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <iohn.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

I hope your Tuesday is going well! 

Following our call yesterday, we have an additional question regarding the SSURO. Specifically, point 20(b)(ii) requires 
Zoetis to submit pictures to the EPA of the re-labeled cases. Can you help us to understand the expectations for the 
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pictures? Is a picture of one tub and one outer carton sufficient or should we submit pictures of a certain percentage of 
the cases? If more than one picture is required, can you please specify the number or percentage of cases for which we 
should submit pictures? 

Thanks in advance for your assistance. We really appreciate your support. 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Monday, August 20, 2018 3:12 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE: Tius 

Hi Jennifer, 

It was nice talking with you earlier. 

Glad I could be of assistance. I will wait to hear back from you when the product has been relabeled. 

Regards, 

'l l Ii / i k. f ,ill ), 11i ''•,' 
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Monday, August 20, 2018 2:44 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Officer Tomczak, 

Thanks again for meeting with us to discuss Case No. FIFRA-04-2018-3257. As discussed, we are in receipt of the SSURO 
and are working to resolve the labeling discrepancies that you identified. Additionally, we have done a line by line 
review of the artwork and have made some additional minor revisions in order to comply with the master label. The 
additional revisions include typos, formatting changes, and an update to the Environmental Hazards section to comply 
with the language on the master label for end-use products packaged in containers with sizes of less than 50 
pounds. The marked up artwork was sent to Medentech on Friday, August 17th with a request to expedite these label 
revisions. Once the artwork has been revised it will be sent to Contrapac, Inc. so that they may overlabel the two 
shipments of product that are subject to the SSURO. Product that is relabeled by Contrapac will include Contrapac's 
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establishment number ( EPA Est. 52270-GA-001) in line with Chapter 14 of the Label Review Manual and 40 CFR 

156.lO(f) which requires labels to bear the establishment number of the final establishment at which the product was 
produced. Within 48 hours after completion of relabeling, we plan to submit to the EPA pictures of the re-labeled cases 
along with a certification that the re-labeling has been completed. 

We understand that following receipt of the photos and certification, EPA will verify compliance with the SSURO and 
then issue a vacate letter at which time we may distribute the product. 

Thanks again for meeting with us this afternoon. We found the discussion to be really helpful. Please reach out to me 
with any questions or concerns. 

Regards, 

Jennifer 

Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 i jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Monday, August 20, 2018 10:16 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina 

<jmessina@exponent.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE. 

Hi Jennifer, 

Yes, I am available today to discuss Case No. FIFRA-04-2018-3257. 

I am available anytime today until 5PM. Let me know what time works best for you. 

Regards, 

I i..., l· 11,, ,i1111'.,.1, ' , I : : ! ; ~ 1 \ 
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Friday, August 17, 201811:17 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 

Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina 
<jmessina@exponent.com> 
Subject: Case No. FIFRA-04-2018-3257 

Dear Officer Tomczak, 

I would first like to introduce myself. My name is Jennifer Harmer and I am in the US Regulatory Affairs group at 
Zoetis. I am writing in regards to Case No. FIFRA-04-2018-3257 for lnovotabs (EPA Registration Number 71847-3-
1007). We are currently working to address the comments in the letter. Do you happen to have any availability on 
Monday, August 20th for a phone call? We would like to provide you with the current status of the request and the 
actions we intend to take comply with the SSURO. Attendees on the call from my side would include myself, John Crane 
(Head of US Regulatory Affairs, Zoetis), and Jim Messina (Consultant, Exponent). 

Thanks in advance and I look forward to speaking with you. 

Regards, 
Jennifer 

Jennifer C. Harm,~r 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 l jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

20 



Tomczak, Kimberly 

From: 
Sent: 

Nicola Roche <nicola.roche@kersia-group.com> 
Wednesday, December 19, 2018 10:28 AM 

To: 
Cc: 

Tomczak, Kimberly; ESMERALDA.MARTINEZ@cbp.dhs.gov 
Bauman, Michael; Ho, Kanoelehua 

Subject: 
Attachments: 

RE: U 16-10064192 and U 16-10084042 
Case No FIFRA-04-2018-3257.pdf 

Hi Kimberly, 
I have been advised by the ACE director of import, that there is a discrepancy with regard to the attached letter. 
The entry numbers U16 1006419-2 and U16-1008404- 2 must appear on the letter along with our company name, 

Medentech as the exporter of the goods. 

I understand that it is not your area, but I would sincerely appreciate that between yourself and Esmeralda I can be 

guided on this matter. 
Everyone seems to have their own procedure and I just want to get move the goods with the correct documentation. 

My sincere apologies. 

Nicola 

Nicola ROCH!f: 

nic:oia. n:::;che(fill·v.2!rsi,i; -9 r•.:mp.,:x,rn 
M / + )SJ 86 805 9380 !'/ + 353 53 91 7929 

kersia@ 
I I• 

From: Patti Cordo'<pcordo@americancargoexpress.com> 
Sent: Wednesday 19 December 2018 14:58 
To: Jerina Morris <imorris@AmericanCargoExpress.com>; Nicola Roche <nicola.roche@kersia-group.com>; Greg Low 

<greglow@comcast.net> . 
Cc: Sinead Walsh <sinead.walsh@kersia-group.com>; Debra Fierro <dfierro@contrapac.com>; Peter Fierro 

<pfierro@contrapac.com>; Mark Leonard <Mark.Leonard@hornerd.ie> 
Subject: RE: RETURN TO IRELAND -MEDENTECH 

Nicola 
What are you doing to rectify the discrepancy that the Customs Entry and the EPA letter? 

Did you speak to EPA to get this corrected? 
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This is a huge problem as the notice of redelivery issued by Customs is passed date and the EPA letter is not to 
Medentech 
Nor does it reference an entry number. 
This must be resolved prior to export 

Regards, 
Patti 

Patti Cardo 

Director of Import 
ACE USA & Canada 
American Cargo Express 
New Jersey Operations 
2345 Vauxhall Rd 
Union, NJ 07083 
Tel: 908-351-3400 x 3026 
Fax: 908-289-2490 

American Cargo Express is AIR Transportation, SEA Shipping, Domestic Trucking, Warehousing & Distribution, Order Fulfillment, 
Project Assembly, US Customs Brokerage, Consultation, Complete Third Party Logistics and much more ... 

To learn more, please visit: http://www.americancargoexpress.com 

.\merican Cargo E<'.xpress, Inc is C:TPXl' Certified. \'ve are doing our part to keep your cargo and our country safe from terrorism in the 

global supply chain. To learn more, please visit: http://www.cbp.gov/border-security/ports-entry/cargo-security/c-tpat
customs-trade-partnership-against-terrorism or conract your local, \merican Cargo Express, Inc. office 

For Terms & Conditions please refer to: b.n.PJLwww .americancargoexpress.com/terms-and-conditions 

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Sent: Tuesday 18 December 2018 17:18 
To: ESM ERALDA.MARTINEZ@cbp.dhs.gov 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Nicola Roche 
<nicola.roche@kersia-group.com> 
Subject: UlG-10064192 and UlG-10084042 
Importance: High 

Good afternoon, 

The importer for Entry UlG-10064192 and UlG-10084042 has decided to export these shipments. We had 
communicated earlier this year about these shipments (see emails on July 25, 2018). 

The attached letter allows the company to export the products. Can you provide information to the broker on what 
other documents are needed to export the two shipments? The broker has been copied on the email. 

Thank you for your assistance, 
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From: Nicola Roche <nicola.roche@kersia-group.com> 
Sent: Monday, December 17, 2018 11:34 AM 
To: Tomczak, Kimberly <Tomczak.Kirnberly@epa.gov> 
Subject: FIFRA-04-2018-3257 
Importance: High 

Good afternoon Kimberly, 
I hope my mail finds you well. 

This query is with regard to FIFRA-04-2018-3257. 
We have been trying to consolidate both consignments into a high cubed container to return the goods as promptly as 
possible to Medentech. 
However, the export company used by our carriers have advised that we can only move the goods under CBP 

supervision. The attached CBP form is related to the first shipment. 

I have forwarded your attached letter of release and advised supervision is not required. 
The export company believes I need additional clearance from the EPA and at this point I really do not know what that 
is. 

I sincerely apologise for contacting you, but if you can help at all I would be extremely grateful. 

My very best regards 
Nicola 

Nicola ROCHE 

nicoia 
M! +353 86 SOS 9380 Tl +353 53 '}U 79.?.9 
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From: Mark Leonard <Mark.Leonard@hornerd.ie> 
Sent: Monday 17 December 2018 15:42 

To: Nicola Roche <nicola.roche@kersia-group.com>; Neil Horner <Neil.Horner@hornerd.ie> 
Cc: Sinead Walsh <sinead.walsh@kersia-group.com> 
Subject: RE: RETURN TO IRELAND -MEDENTECH 

Hi Nicola, 

our agents have advised: 

"this is rejected Merchandise to be returned under CBP supervision 
Note you will need to contact Nicola Roche at Medentech see attached 
Until Medentech have resolved the outstanding issues we cannot proceed with the Return 

Thanks 

Kind Regards, 
Mark. 

I I 
- r 

I 
HORNER AGENCIES LTD., 
Registered Office: Unit 6, 21 Beechwood Close, Boghall Road, Bray, Co. Wicklow, A98 AN81, IRELANO. 
Registered in Dublin, Ireland No. 431611. 
Main Tel: 00-353-1-2137940 I Fax: 00-353-1-2022011. 

All business transacted subject to the Company's Standard Trading Terms & Conditions, a copy of which is available on request from the Company 
and which in certain cases may exclude or limit the companys' liability. Marine Insurance is not incluqed. 

WORLDWIDE SEAFREIGHT SPECIALISTS both FCL and LCL. 
Australia/New Zealand/USA/Canada/Far East/Middle East/ Africa/Indian-Sub-Continent/Latin American/Ca rib be a n/Mediterranea n/lceland · 

<ACE SU -revised Aug2018.xls> 
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Tomczak, Kimberly 

From: 
Sent: 
To: 
Cc: 
Subject: 

Hi Kirn: 

Crane, John P <john.p.crane@zoetis.com> 
Friday, December 28, 2018 12:04 PM 
Tomczak, Kimberly 
Bauman, Michael; Ho, Kanoelehua; Harmer, Jennifer 
RE: Case No. FIFRA-04-2018-3257 

Yes, Medentech is taking responsibility for exporting the product back to their plant in Ireland. I have no problem with 
you keeping the revised letter addressed to us (Zoetis). It can come to me at the address below. 

Thanks, John 

John P. Cro,w 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 I Cell: 269.760.1241 i john.p.crane@zoetis.com 
Visit Us: zoetis.com 

z_getis 
fOR ANIMAtS. FOR HEAlHt FOR VOB 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Friday, December 28, 2018 11:02 AM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 

. <jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 
Importance: High 

Hi John and Jennifer, 

I have been notified that the export letter needs to state that Medentech is responsible for exporting the products not 

t:oetis. Is Medentech responsible for the export of these products? 

When we send out the revised letter, should it still be addressed to you? 
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Thank you, 
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From: Crane, John P <john.p.crane@zoetis.com> 
Sent: Tuesday, November 20, 2018 12:56 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<iennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Dear Kim: 

Jennifer is off on vacation this week hence the email from me. 

Medentech is now ready to ship these two shipments back to Ireland. The broker has asked the question whether an 
EPA official needs to be present when the container is loaded at Contrapac. The attached EPA letter states "The EPA 
Region 4 is hereby allowing Zoetis to export the products back to a Medentech facility in Ireland." There is no mention of 
this needing the oversight of an EPA official. Please can you confirm that no EPA official needs to be present when the 
container is loaded for export. 

Thank you. 

Best regards, John 

John P Crane 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 ! Cell: 269.760.1241 i john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zgetis 
FOR ANIMALS. fOR 

LEGAL NOTICE 

Fl'IP. VQll tJ., , lJ" 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 
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From: Tomczak, Kimberly [mailto:Tomczak.Kimberlv@epa.gov] 
Sent: Tuesday, November 13, 2018 7:15 AM 

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Crane, John P <john.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Jennifer, 

You can send one letter that states both pieces of information. 

Please let me know if you have any additional questions. 

Regards, 

j ~ i·.[ :\ ~Yi HI!'\•, l li 
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From: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Sent: Monday, November 12, 2018 7:49 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Crane, John P <john.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kim, 

I received the letter last Thursday informing Zoetis that we can export the two shipments listed in the SSURO. Within 
the SSURO, there is a request for a letter confirming that the product has been exported to and received at Medentech 
in Ireland. Can you please confirm that a single letter confirming both export and receipt will suffice or if the request is 
for two separate letters, one confirming export and another confirming receipt? 

Thanks in advance for your assistance with this! 

Regards, 

Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Tuesday, November 06, 2018 7:04 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Crane, John P <john.p.~rane@zoetis.com> 
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Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Jennifer, 

We hope to get a letter out to you shortly in regards to the next step. 

If you do not receive anything by close of business on Thursday, November 8, please let me know. 

Regards, 

h, l I l 1! )( !'l\ \ )! r !i '/ ,\/,. j .i j ( 1
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From: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Sent: Monday, November 05, 2018 4:11 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Crane, John P <john.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

John Crane is out of the office this week and so I am following up on the below shipment. Can you please advise on next 
steps to export this consignment at Contrapac back to Medentech, Ireland? 

Thanks in advance! 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, October 31, 2018 4:03 PM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 

<iennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi John, 

I am in discussions with my Supervisor about the steps that will need to be taken to get these shipments exported. 
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I will be in touch with you tomorrow or Friday. 

Regards, 

k11 l i11 j'i·, , (),II r, /' i , 

[ i;:, 1 l I• Tornczak.kimbcrlyv1kpa.g0\' 

From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Tuesday, October 30, 2018 6:47 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Good morning Kimberly: 

Are you able to advise on next steps to export this consignment at Contrapac back to Medentech, Ireland? 

Thanks, John 

.J•)hn P. Crnirn 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269,359.9098 i Cell: 269.760.1241 : john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zget,s 
FOR ANIMALS. FOR HE AUK FOR ~Oil 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Crane, John P 
Sent: Tuesday, October 23, 2018 3:33 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Kimberly: 
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Thank you for your message. We look forward to hearing back from you. 

Best regards, John 

Jorm Cram' 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 ! Cell: 269.760.1241 i john.p.crane@zoetis.com 
Visit Us: zoetis.com 

FOR ANIMALS. fOR HEAUH. FOf? YOU 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Tuesday, October 23, 2018 3:16 PM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

l\!OTIGF 

Good afternoon, 

I have reached out to my Supervisor in regards to this request and will get back in touch with you as soon as I can. 

The shipment should remain where it is currently located until you hear back from the EPA Region 4 office. 

Thank you, 

t 11 i, 11 I· 'rolllCZak.kitnbcrJy(l't\_:pa.gO\' 

From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Monday, October 22, 2018 11:30 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
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Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Kimberly: 

My colleague Jennifer Harmer is travelling this week hence this email from me. 

The relabeling operation was commenced last week at Contrapac but it was found that the wording from the original 
label was not completely obscured by the new label, so the operation was immediately halted. 

Medentec has now decided to export the two shipments back to their facility in Ireland and relabel or repackage there. 
Please can you advise as to what is needed from EPA to allow this export (SSURO, II. ORDER, 20. (a)). I am not sure if we 
need another letter releasing these two shipments from the SSURO. 

Thank you in advance. 

John P. Crane 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 I Cell: 269.760.1241 l john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zgetis 
FOR AHlMAtS. FOR Hf.AUJ-t FOR YOU. 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Harmer, Jennifer 
Sent: Thursday, October 18, 2018 11:35 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 

<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kim, 

Attached are the labels that will be used for relabeling the two shipments. 

Please do not hesitate to contact me with additional questions or concerns. 

Thanks! 
Jennifer 

Jen.niter[> 
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Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 : jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken {or not taken} in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, October 18, 2018 9:40 AM 
To: Harmer, Jennifer <iennifer.harmer@zoetis.com> 
Cc: Crane, John P <iohn.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE. This 

Good morning, 

Thank you for the update. Can you send me a copy of the label that you plan to use for relabeling the products? 

Thank you, 

f,..._ ! ; I l j l; / j \ : ) l l / , l j. t . \ [ • .. ~; J • i i 1 ! ~; 
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From: Harmer, Jennifer [mailto:iennifer.harmer@zoetis.com] 
Sent: Thursday, October 18, 2018 9:15 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 

<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Kimberly, 

In response to your questions below, please note that the re-labeling of the two shipments outlined in the SSURO is in 
progress. We anticipate that the relabeling will be completed next week. We will be in touch once the relabeling is 

complete. 
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Please do not hesitate to contact me with any additional questions. 

Regards, 
Jennifer 

From: Tomczak, Kimberly (mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, October 17, 2018 5:43 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FlFRA-04-2018-3257 

N01 

Good afternoon, 

What is the status of these two shipments that are outlined in the $SURO? Have they been relabeled? 

Regards, 

I\..:111ih·1.:\ 
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Thursday, September 27, 2018 5:11 PM . 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FlFRA-04-2018-3257 

Hi Kimberly, 

l am writing to follow-up on the amendment to the SSURO. Do you happen to have any information on when we can 

expect to receive the amendment? 

Thanks in advance! 

Jennifer 

From: Harmer, Jennifer 
Sent: Wednesday, September 19, 2018 5:33 PM 
To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov> 

Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FlFRA-04-2018-3257 
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Hi Kimberly, 

There is an error in the number below. The correct establishment number is 52270-GA-03 and the address is 5400 
Bucknell Drive, Atlanta, GA 30336. 

Apologies for the confusion and thanks again for your assistance. 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, September 19, 2018 4:37 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> · 
Subject: RE: Case No. FIFRA-04-2018~3257 

Hi Jennifer, 

Below you state that you would like to relabel the product at EPA Est. No. 52770-GA-03. Is that the correct number? 

Thank you, 

l.\.l!td,t·1h lilf!i~,'.Jk .Jh. t,,){]\J\(J',( 
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Monday, September 17, 20181:44 PM 
To: Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Officer Bauman, 

Thank you for the information. I will discuss with Officer Tomczak when she returns to the office tomorrow. 

Thanks! 
Jennifer 

From: Bauman, Michael [mailto:bauman.michael@epa.gov] 
Sent: Monday, September 17, 201811:54 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
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Cc: Crane, John P <iohn.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NO 

Good morning Ms. Harmer, 

At this time, the product's location and any manipulation of the product must remain in compliance with the SSURO that 
has been issued. Prior to the product being moved, the Stop, Sale, Use or Removal Order (SSURO) would require an 
amendment that must be signed and issued in a similar fashion with which the original SSURO was issued and under the 
same docket number. 

If you still wish request that the SSURO be amended to accommodate the change described below, please discuss the 
matter further with Ms. Tomczak when she returns to the office tomorrow .. 

Regards, 
Michael 

Michael L. Bauman, MS I Life Scientist, Pesticides Section I Chemical Safety and Enforcement Branch 
Air, Pesticides and Toxics Management Division I U.S. Environmental Protection Agency Region 4 
61 Forsyth Street, SW Atlanta, GA 30303 I Tel: 404-562-8962 I Email: bauman.michael@.ev.a.gov 

CONFIDENTIALITY NOTICE: This message is intended exclusively for'the individual(s) or entity(s) to whom or to which it is 
addressed. This communication may contain information that is proprietary, privileged, pre-decisional, confidential or 
otherwise legally exempt from disclosure. If you are not the named addressee, you are not authorized to read, print, retain, 
copy, or disseminate this message or any part ofit If you have received this message in error, please notify the sender 
immediately by e-mail and delete all copies of the message. 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Monday, September 17, 201811:36 AM 
To: Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Officer Bauman, 

I just received Officer Tomczak's out of office and so am hoping you can address a question that we have regarding Case 
No. FIFRA-04-2018-3257. 

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway, 
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are 
proposing to have the relabeling take place at Contrapac's facility that is around the block from the facility cited in the 
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036 
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling 
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on 

the label. 

Can you please confirm that relabeling at this facility (EPA Establishment Number 52770-GA-03) is acceptable and 

complies with the requirements of the SSURO? 

Thanks in advance for your assistance and I look forward to hearing from you. 
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Regards, 
Jennifer 

Jermffer 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 i jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Harmer, Jennifer 
Sent: Monday, September 17, 201811:27 AM 
To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: FW: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

Happy Monday! I hope you had an enjoyable weekend. 

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway, 
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are 
proposing to have the relabeling take place at Contrapac's facility that is around the block from the facility cited in the 
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036 
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling 
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on 
the label. 

Can you please confirm that relabeling at this facility is acceptable and complies with the requirements of the SSURO? 

Thanks! 
Jennifer 

Jennifor- G. Hama.1•· 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 i jennifer.harmer@zoetis.com 
Visit Us: zoetis. com 
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LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 30, 2018 9:09 AM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTlCE 

Hi John, 

Other shipments of the product can be imported. The label should be in compliance of FIFRA. 

Regards, 

h~1J11l_it ii\ ~ {11:,,; /,!!,, i .1/1 '')· :f, l\1. 
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From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Thursday, August 30, 2018 9:02 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kan·oelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Thanks Kimberly. In answer to your question, I have just had it confirmed that no we do not. 

Best regards, John 

John P. (..'nJ1ne 

Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 ! Cell: 269.760.1241 : john.p.crane@zoetis.com 
Visit Us: zoetis.com 
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zgetis 
FOR ANIMAlS. FOR HEAUH. FOR YOU. 

· LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 30, 2018 8:04 AM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NO rJCE This ,nr:ssage 

Hi John, 

The SSURO only applies to the two shipments in the SSURO. 

Do you have another shipment that arrived in the US that contains the same misbranded product? 

Regards, 

h.ill ii),. I I '>l t ;~ 
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From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Wednesday, August 29, 2018 1:30 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Dear Kimberly: 

Jennifer is on vacation this week so I contacting you. I have an update and a question. 

The update is that we have corrected the labeling and will be printing those shortly for the relabeling operation at 
Contrapac. Once completed we will be sending you the pictures plus the certification letter of compliance. 
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Regarding the SSURO (attached}, please can you confirm that this only applies to the two on-hold consignments 
specified in the SSURO. I ask because we have new stock on order that will be labeled with fully compliant labeling and 
which might be ready for shipment from Medentech, Ireland to the US even before we receive the vacate letter from 
EPA for the two on-hold consignments. We are looking for confirmation that we are ok to do that. 

Many thanks. 

l3est regards, John 

John F' r::.r,:niP 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 ! Cell: 269. 760.1241 i john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zgetls 
FOR ANIMAlS. FOR IUAlJH. HJR 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 23, 2018 4:24 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Jennifer, 

A photo of each stack will suffice. 

I hope that helps. If you would like to discuss further, please let me know. 

~egards, 

r ·, ! !;\ ;;r .ll!,i1'' ii., i·11.·: 1!1 /, 

i : , ,,111 Tomczak.kimhcrly@cpa.gov 
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Wednesday, August 22, 2018 1:09 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

Thanks for your message. To make sure I understand the requirements, can you please clarify if a photo of each stack, 
with a few individual units for detail would be sufficient or is the requirement to send a photo of each individual unit? 

Thanks in advance for your assistance! 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, August 22, 2018 9:54 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE his 

Hi Jennifer, 

A variety of different pictures will be needed. Ple.ase provide legible pictures of the label on the product (labels from 
each entry) and a picture of the container/tub itself. In addition, provide pictures of all the tubs, if they are stacked 
together. 

I hope that helps. If you would like to discuss further, please let me know. 

Regards, 

['1.\.:1111 h 'Ii, · 1 I)' l \( , ,LI.,._, I I /1. l• 1 \1 

i t.,1 l· ,i J\ ! l ! )! l l) jl, l ( ! , i ! i ' [ t :,\ i, ( i )\ l ), ' \ '..\1, 1) ( "\ , l{ \ ''. .. \l 1, ).' l 

ilhi )\]I. {{fl,,)() .. :'. f;):, 

l 11,., i I - 'l 'omczak.kimbcrly(iilcpa.gov 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Tuesday, August 21, 2018 2:27 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
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Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

I hope your Tuesday is going well! 

Following our call yesterday, we have an additional question regarding the SSURO. Specifically, point 20(b)(ii) requires 
Zoetis to submit pictures to the EPA of the re-labeled cases. Can you help us to understand the expectations for the 
pictures? Is a picture of one tub and one outer carton sufficient or should we submit pictures of a certain percentage of 
the cases? If more than one picture is required, can you please specify the number or percentage of cases for which we 
should submit pictures? 

Thanks in advance for your assistance. We really appreciate your support. 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Monday, August 20, 2018 3:12 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <iohn.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Jennifer, 

It was nice talking with you earlier. 

Glad I could be of assistance. I will wait to hear back from you when the product has been relabeled. 

Regards, 

!".\;', li'\)". t ',:I\\/,,.• ' ' \ jJi. 

l( J '-'):J \.; 

i! i i )j ', 1
/; \: \ ( j,/ '.] \ I, 

J. 1 •,," \. Tomczak.kimhcrly@cpa.gm, 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Monday, August 20, 2018 2:44 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <iohn.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Officer Tomczak, 
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Thanks again for meeting with us to discuss Case No. FIFRA-04-2018-3257. As discussed, we are in receipt of the SSURO 
and are working to resolve the labeling discrepancies that you identified. Additionally, we have done a line by line 
review of the artwork and have made some additional minor revisions in order to comply with the master label.. The 
additional revisions include typos, formatting changes, and an update to the Environmental Hazards section to comply 
with the language on the master label for end-use products packaged in containers with sizes of less than 50 
pounds. The marked up artwork was sent to Medentech on Friday, August 17th with a request to expedite these label 
revisions. Once the artwork has been revised it will be sent to Contrapac, Inc. so that they may overlabel the two 
shipments of product that are subject to the SSURO. Product that is relabeled by Contrapac will include Contrapac's 
establishment number { EPA Est. 52270-GA-001) in line with Chapter 14 of the Label Review Manual and 40 CFR 
156.lO(f) which requires labels to bear the establishment number of the final establishment at which the product was 
produced. Within 48 hours after completion of relabeling, we plan to submit to the EPA pictures of the re-labeled cases 
along with a certification that the re-labeling has been completed. 

We understand that following receipt of the photos and certification, EPA will verify compliance with the SSURO and 
then issue a vacate letter at which time we may distribute the product. 

Thanks again for meeting with us this afternoon. We found the discussion to be really helpful. Please reach out to me 
with any questions or concerns. 

Regards, 

Jennifer 

Jennifer C. Harmer 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 i jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s} only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken { or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Monday, August 20, 2018 10:16 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> . 
Cc: Crane, John p <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina 

<jmessina@exponent.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE ! 

Hi Jennifer, 
18 



Yes, I am available today to discuss Case No. FIFRA-04-2018-3257. 

I am available anytime today until 5PM. Let me know what time works best for you. 

Regards, 

h.111!11\'ll\ i •.li)!, •. 1k l .1i, ·'' il ii'.[ 

! ... , 1 · .! \ \ I ( l. l ( Ii ! j ', j \ 1 ~;; >; I·, t i ; t 1 : i \ ; 'i. \ ; {".:.'!I ; ) ; 

!\-"ili'Hi( > .~1·( \)P:' 

i,I h,1,.•,1l1",t.'-e\\ \1!.1:i'.,.(,\ '.i:',P' 

i'l1n11t: IUL.,i,'. 

l 1,i;1il: Tornczak.kimbcrly@cpa.gov 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Friday, August 17, 201811:17 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina 
<jmessina@exponent.com> 
Subject: Case No. FIFRA-04-2018-3257 

Dear Officer Tomczak, 

I would first like to introduce myself. My name is Jennifer Harmer and I am in the US Regulatory Affairs group at 
Zoetis. I am writing in regards to Case No. FIFRA-04-2018-3257 for lnovotabs (EPA Registration Number 71847-3-
1007). We are currently working to address the comments in the letter. Do you happen to have any availability on 
Monday, August 20th for a phone call? We would like to provide you with the current status of the request and the 
actions we intend to take comply with the SSURO. Attendees on the call from my side would include myself, John Crane 
(Head of US Regulatory Affairs, Zoetis), and Jim Messina (Consultant, Exponent). 

Thanks in advance and I look forward to speaking with you. 

Regards, 
Jennifer 

.Jennifer C. i·!;:urnet 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 \ jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender Immediately. 
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Tomczak, Kimberly 

From: 
Sent: 

Nicola Roche <nicola.roche@kersia-group.com> 
Tuesday, January 29, 2019 3:48 AM 

To: 
Cc: 

Tomczak, Kimberly; ESMERALDA.MARTINEZ@cbp.dhs.gov 
Bauman, Michael; Ho, Kanoelehua 

Subject: RE: U16-10064192 and U16-10084042 

Thank you Kimberly, 
I will get back to our broker straight away! 

Kind regards 
Nicola 

Nicola ROO·H:: 

n icola. roche,ii• kers1i1··g roup co•n 
M/ -~·3.53 S6 80tj; 93fl:O T/ +31:13 '}:.·:;- 911 7£)2.9 

·1 ': 

! ;. ' 1 ! ' , I J ~. 

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 

Sent: Monday 28 January 2019 20:29 
To: Nicola Roche <nicola.roche@kersia-group.com>; ESMERALDA.MARTINEZ@cbp.dhs.gov 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 

Subject: RE: UlG-10064192 and U16-10084042 

Good afternoon, 

The broker may need to submit documents to CBP to export the shipments but nothing else is required from EPA to 

export the products. 

Regards, 

I \ J t!-, 11. ,:ii11,·;t1: 1 , ·Ji. '\' \ 

! < 11, < 

I)! /· ,· ,; ,,\· .. J 1 "'·)! \ \ 

l'\11 ll!l ') i ,/) 

l .l i '.ii! • romczak.kimbcrly(il)cpa.go,· 
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From: Nicola Roche <nicola.roche@kersia-group.com> 
Sent: Monday, January 28, 2019 11:35 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; ESMERALDA.MARTINEZ@cbp.dhs.gov 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: U16-10064192 and UlG-10084042 
Importance: High 

Hi Kimberly, 
Happy to advise that we did indeed receive the letter. 
However, our broker has advised that we are missing a release form relating to U16-10084042. 

If the attached is enough to release the goods for customs purposes, I am happy to move the goods as soon as possible. 
Would it be possible to confirm the letter is the only requirement to move the goods? 

Kind regards 
Nicola 

Nicola ROCME 

nico!a. roche(l"i)kersia-group.com 
M/ +353 86 805 9380 T,I +353 53 911 7979 

'.], 

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Sent: Monday 28 January 2019 15:44 
To: Nicola Roche <nicola.roche@kersia-group.com>; ESMERALDA.MARTINEZ@cbp.dhs.gov 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 

Subject: RE: UlG-10064192 and UlG-10084042 

Hi Nicola, 

T~e revised export letter was sent to Zoetis on December 28, 2018. 

Please let me know if it was not received. 

Regards, 
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! ~ ', I ( • I F 

ii/ j1 ;j \\': / i l 1 'i ,I 

'1:.;: '· 'l'ornczak.kimhcrly@cpa.goy 

From: Nicola Roche <nicola.roche@kersia-group.com> 
Sent: Monday, January 07, 2019 10:18 AM 

To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; ESMERALDA.MARTINEZ@cbp.dhs.gov 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: UlG-10064192 and UlG-10084042 

Hi Kimberly, 

I hope you are keeping well. 

Can you advise whether the revised release letter is now available 1 

Kind regards 
Nicola 

Nicola ROCME 

nicola.n::iche(a1kei-sia .. f;roup.com 
M/ +3.'i3 86 S05 9380 T/ +3S~ 53 911 7929 

kersia~. 
l l 

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Sent: Friday 28 December 201817:36 

. To: Nicola Roche <nicola.roche@kersia-group.com>; ESMERALDA.MARTINEZ@cbp.dhs.gov 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: UlG-10064192 and UlG-10084042 

Good morning, 

We hope to get a revised letter to Zoetis shortly with the two additional pieces of information. 

Regards, 

h,11;1" ti 

' ', l . \ J; ' . I. l J' 

., 
,JH 1J[J',,, 

,,, ' ! 
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f;; f'(·j•,\ \\! '._, \ \ i l,1; it. t, E \ '.! i, \f ), } 

: ; ; ":, i Tomczak.kimbcrly@cpa.go\' 

From: Nicola Roche <nicola.roche@kersia-group.com> 
Sent: Wednesday, December 19, 2018 10:28 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; ESMERALDA.MARTINEZ@cbp.dhs.gov 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: UlG-10064192 and U16-10084042 

Hi Kimberly, 
I have been advised by the ACE director of import, that there is a discrepancy with regard to the attached letter. 
The entry numbers LJ16 10064~9-2 and U16-1008404- 2 must appear on the letter along with our company name, 
Medentech as the exporter of the goods. 

I understand that it is not your area, but I would sincerely appreciate that between yourself and Esmeralda I can be 
guided on this matter. 
Everyone seems to have their own procedure and I just want to get move the goods with the correct documentation. 

My sincere apologies. 
Nicola 

Nicola ROCME 

nicola.roche@l<t:irsia-gl"'oup.com 
M/ +3.53 86 80.'·) 93~10 T/ + 53 91 t 7929 

~k . "' ers1a~. 
f '~ · ', ',.' ·,' 'f • . I ) 

From: Patti Cordo <pcordo@americancargoexpress.com> 
Sent: Wednesday 19 December 2018 14:58 
To: Jerina Morris <jmorris@AmericanCargoExpress.com>; Nicola Roche <nicola.roche@kersia-group.com>; Greg Low 

<greglow@comcast.net> 
Cc: Sinead Walsh <sinead.walsh@kersia-group.com>; Debra Fierro <dfierro@contrapac.com>; Peter Fierro 
<pfierro@contrapac.com>; Mark Leonard <Mark.Leonard@hornerd.ie> 
Subject: RE: RETURN TO IRELAND -MEDENTECH 

Nicola 
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What are you doing to rectify the discrepancy that the Customs Entry and the EPA letter? 
Did you speak to EPA to get this corrected? 

This is a huge problem as the notice of redelivery issued by Customs is passed date and the EPA letter is not to 
Medentech 

Nor does it reference an entry number. 
This must be resolved prior to export 

Regards, 
Patti 

Patti Cardo 

Director of Import 
ACE USA & Canada 
American Cargo Express 
New Jersey Operations 
2345 Vauxhall Rd 
Union, NJ 07083 
Tel: 908-351-3400 x 3026 
Fax: 908-289-2490 

American Cargo Express is AIR Transportation, SEA Shipping, Domestic Trucking, Warehousing & Distribution, Order Fulfillment, 
Project Assembly, US Customs Brokerage, Consultation, Complete Third Party Logistics and much more ... 

To learn more, please visit: http://www.americancargoexpress.com 

.\merican Cargo Express, Inc is CfP.\'f Certified. \'vc are doing our part to keep your carg<i and our country safe from terrorism in the 
global supply chain. To learn more, please visit: httg://www.cbp.gov/border-security/ports-entry/cargo-security/c-tpat
customs-trade-partnership-against-terrorism or contact your local ,\mcrican Cargo Express, Inc. office 

l;or Terms & Conditions please refer to: http://www.americancargoexpr~ss.com/terms-and-conditions 

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Sent: Tuesday 18 December 201817:18 
To: ESMERALDA. MARTIN EZ@cbp.dhs.gov 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Nicola Roche 

<nicola.roche@kersia-group.com> 
Subject: UlG-10064192 and UlG-10084042 
Importance: High 

Good afternoon, 

The importer for Entry UlG-10064192 and UlG-10084042 has decided to export these shipments. We had 
communicated earlier this year about these shipments (see emails on July 25, 2018). 

The attached letter allows the company to export the products. Can you provide information to the broker on what 
other documents are needed to export the two shipments? The broker has been copied on the email. 
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Thank you for your assistance, 

i. 1: 1,11: Tomczak.kimhcrly(f1)cpa.gov 

From: Nicola Roche <nicola.roche@kersia-group.com> 
Sent: Monday, December 17, 2018 11:34 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: FIFRA-04-2018-3257 
Importance: High 

Good afternoon Kimberly, 
I hope my mail finds you well. 

This query is with regard to FIFRA-04-2018-3257. 
We have been trying to consolidate both consignments into a high cubed container to return the goods as promptly as 
possible to Medentech. · 
However, the export company used by our carriers have advised that we can only move the goods under CBP 
supervision. The attached CBP form is related to the first shipment. 

I have forwarded your attached letter of release and advised supervision is not required. 
The export company believes I need additional clearance from the EPA and at this point I really do not know what that 
is. 

I sincerely apologise for contacting you, but if you can help at all I would be extremely grateful. 

My very best regards 

Nicola 

,iic,iia ro<:he<iilkersia -g1i:wp.o:m1 
r~ / ·-$. 3~ .. ?, 86 BOS 9380 .! / l-353 53 91. 7929 
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yk . • ers1a,~ 

From: Mark Leonard <Mark.Leonard@hornerd.ie> 
Sent: Monday 17 December 201815:42 
To: Nicola Roche <nicola.roche@kersia-group.com>; Neil Horner <Neil.Horner@hornerd.ie> 
Cc: Sinead Walsh <sinead.walsh@kersia-group.com> 
Subject: RE: RETURN TO IRE LAND -MEDENTECH 

Hi Nicola, 

our agents have advised: 

"this is rejected Merchandise to be returned under CBP supervision 
Note you will need to contact Nicola Roche at Medentech see attached 
Until Medentech have resolved the outstanding issues we cannot proceed with the Return 

Thanks 

Kind Regards, 
Mark. 

I I 
- r 

I 
HORNER AGENCIES LTD., 
Registered Office: Unit 6, 21 Beechwood Close, Boghall Road, Bray, Co. Wicklow, A98 AN81, IRELAND. 
Registered in Dublin, Ireland No. 431611. 
Main Tel: 00-353-1-2137940 I Fax: 00-353-1-2022011. 

All business transacted subject to the Company's Standard Trading Terms & Conditions, a copy of which is available on request from the Company 
and which in certain cases may exclude or limit the companys' liability. Marine Insurance is not included. 

WORLDWIDE SEAFREIGHT SPECIALISTS both FCL and LCL. 
Australia/New Zealand/USA/Canada/Far East/Middle East/Africa/Indian-Sub-Continent/Latin American/Caribbean/Mediterranean/Iceland. 

<ACE SU -revised Aug2018.xls> 
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Tomczak, Kimberly 

From: 
Sent: 
To: 
Cc: 
Subject: 

Hi Kim: 

Crane, John P <john.p.crane@zoetis.com> 
Friday, December 28, 2018 12:04 PM 
Tomczak, Kimberly 
Bauman, Michael; Ho, Kanoelehua; Harmer, Jennifer 
RE: Case No. FIFRA-04-2018-3257 

Yes, Medentech is taking responsibility for exporting the product back to their plant in Ireland. I have no problem with 
you keeping the revised letter addressed to us (Zoetis). It can come to me at the address below. 

Thanks, John 

Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 i Cell: 269.760.1241 i john.p.crane@zoetis.com 
Visit Us: zoetis.com 

z.getis 
fOR ANIMALS. FOR HEAUK FOR HHI 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Friday, December 28, 2018 11:02 AM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 
Importance: High 

NOTICE: Th,s 

Hi John and Jennifer, 

I have been notified that the export letter needs to state that Medentech is responsible for exporting the products not 
Zoetis. Is Medentech responsible for the export of these products? 

When we send out the revised letter, should it still be addressed to you? 

1 



Thank you, 

I! : I ' '\ l I \ ! ; , ; 

l,111:11 i: 'romc,,,ak.kimhcrly<i'i)cpa.gm' 

From: Crane, John P <john.p.crane@zoetis.com> 
Sent: Tuesday, November 20, 2018 12:56 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<jennifer.harmer@zoetis.com> 

Subject: RE: Case No. FIFRA-04-2018-3257 

Dear Kim: 

Jennifer is off on vacation this week hence the email from me. 

Medentech is now ready to ship these two shipments back to Ireland. The broker has asked the question whether an 
EPA official needs to be present when the container is loaded at Contrapac. The attached EPA letter states "The EPA 
Region 4 is hereby allowing Zoetis to export the products back to a Medentech facility in Ireland." There is no mention of 
this needing the oversight of an EPA official. Please can you confirm that no EPA official needs to be present when the 
container is loaded for export. 

Thank you. 

Best regards, John 

John P, Cram• 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 ! Cell: 269.760.1241 i john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zget1s 
FOR ANlMAtS. FOR HfAUH. FOR YOU. 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised, If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 
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From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov) 
Sent: Tuesday, November 13, 2018 7:15 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Crane, John P <john.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE: 

Hi Jennifer, 

You can send one letter that states both pieces of information. 

Please let me know if you have any additional questions. 

Regards, 
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From: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Sent: Monday, November 12, 2018 7:49 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Crane, John P <john.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kim, 

I received the letter last Thursday informing Zoetis that we can export the two shipments listed in the SSURO. Within 
the SSURO, there is a request for a letter confirming that the product has been exported to and received at Medentech 
in Ireland. Can you please confirm that a single letter confirming both export and receipt will suffice or if the request is 
for two separate letters, one confirming export and another confirming receipt? 

, Thanks in advance for your assistance with this! 

Regards, 

Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Tuesday, November 06, 2018 7:04 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Crane, John P <john.p.crane@zoetis.com> 

3 



Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NCTlt',:.· 

Hi Jennifer, 

We hope to get a letter out to you shortly in regards to the next step. 

If you do not receive anything by close of business on Thursday, November 8, please let me know. 

Regards, 

f 1
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From: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Sent: Monday, November 05, 2018 4:11 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Crane, John P <john.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

John Crane is out of the office this week and so I am following up on the below shipment. Can you please advise on next 
steps to export this consignment at Contrapac back to Medentech, Ireland? 

Thanks in advance! 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, October 31, 2018 4:03 PM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 

<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

!\JOT 

Hi John, 

I am in discussions with my Supervisor about the steps that will need to be taken to get these shipments exported. 

4 



I will be in touch with you tomorrow or Friday. 

Regards, 
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From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Tuesday, October 30, 2018 6:47 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Good morning Kimberly: 

Are you able to advise on next steps to export this consignment at Contrapac back to Medentech, Ireland? 

Thanks, John 

John P. Crnne 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 ! Cell: 269. 760.1241 ! john.p.crane@zoetis.com 
Visit Us: zoetis.com 

z:getis 
FOR ANIMAlS. FOR HEAlHt FOR YOU. 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Acce.ss 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Crane, John P 
Sent: Tuesday, October 23, 2018 3:33 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 

<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Kimberly: 
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Thank you for your message. We look forward to hearing back from you. 

Best regards, John 

John P C,,M1,.: 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 i Cell: 269. 760.1241 john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zgetis 
FOR ANIMAiS. FOR HtAU!-t vmr 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Tuesday, October 23, 2018 3:16 PM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Good afternoon, 

I have reached out to my Supervisor in regards to this request and will get back in touch with you as soon as I can. 

The shipment should remain where it is currently located until you hear back from the EPA Region 4 office. 

Thank you, 

l , :. : , i Tomczak.kimbcrly({ilcpa.gov 

From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Monday, October 22, 201811:30 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
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Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Kimberly: 

My colleague Jennifer Harmer is travelling this week hence this email from me. 

The relabeling operation was commenced last week at Contrapac but it was found that the wording from the original 
label was not completely obscured by the new label, so the operation was immediately halted. 

Medentec has now decided to export the two shipments back to their facility in Ireland and relabel or repackage there. 
Please can you advise as to what is needed from EPA to allow this export (SSURO, II. ORDER, 20. (a)). I am not sure if we 
need another letter releasing these two shipments from the SSURO. 

Thank you in advance. 

Jotrn ., CratH, 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 I Cell: 269.760.1241 i john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zgetis 
FOR ANIMAt.S. FOR HEAUH. FOR Yott 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Harmer, Jennifer 
Sent: Thursday, October 18, 2018 11:35 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kim, 

Attached are the labels that will be used for relabeling the two shipments. 

Please do not hesitate to contact me with additional questions or concerns. 

Thanks! 
Jennifer 
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Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857: iennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, October 18, 2018 9:40 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Good morning, 

Thank you for the update. Can you send me a copy of the label that you plan to use for relabeling the products? 

Thank you, 
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Thursday, October 18, 2018 9:15 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Kimberly, 

In response to your questions below, please note that the re-labeling of the two shipments outlined in the SSURO is in 
progress. We anticipate that the relabeling will be completed next week. We will be in touch once the relabeling is 
complete. 
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Please do not hesitate to contact me with any additional questions. 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, October 17, 2018 5:43 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Good afternoon, 

What is the status of these two shipments that are outlined in the SSURO? Have they been relabeled? 

Regards, 
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Thursday, September 27, 2018 5:11 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

I am writing to follow-up on the amendment to the SSURO. Do you happen to have any information on when we can 
expect to receive the amendment? 

Thanks in advance! 

Jennifer 

From: Harmer, Jennifer 
Sent: Wednesday, September 19, 2018 5:33 PM 
To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 
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Hi Kimberly, 

There is an error in the number below. The correct establishment number is 52270-GA-03 and the address is 5400 
Bucknell Drive, Atlanta, GA 30336. 

Apologies for the confusion and thanks again for your assistance. 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, September 19, 2018 4:37 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

N()TJC:E. his 

Hi Jennifer, 

Below you state that you would like to relabel the product at EPA Est. No. 52770-GA-03. Is that the correct number? 

Thank you, 
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Monday, September 17, 20181:44 PM 
To: Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 

Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Officer Bauman, 

Thank you for the information. I will discuss with Officer Tomczak when she returns to the office tomorrow. 

Thanks! 
Jennifer 

From: Bauman, Michael [mailto:bauman.michael@epa.gov] 
Sent: Monday, September 17, 201811:54 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
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Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTiCE 

Good morning Ms. Harmer, 

At this time, the product's location and any manipulation of the product must remain in compliance with the SSURO that 
has been issued. Prior to the product being moved, the Stop, Sale, Use or Removal Order (SSURO) would require an 
amendment that must be signed and issued in a similar fashion with which the original SSURO was issued and under the 
same docket number. 

If you still wish request that the SSURO be amended to accommodate the change described below, please discuss the 
matter further with Ms. Tomczak when she returns to the office tomorrow .. 

Regards, 
Michael 

Michael L. Bauman, MS I Life Scientist, Pesticides Section I Chemical Safety and Enforcement Branch 
Air, Pesticides and Toxics Management Division I U.S. Environmental Protection Agency Region 4 
61 Forsyth Street, SW Atlanta, GA 30303 I Tel: 404-562-8962 I Email: bauma11.mich;tel.@_ep4.gov 

CONFIDENTIALITY NOTICE: This message is intended exclusively for the individual(s) or entity(s) to whom or to which it is 
addressed. This communication may contain information that is proprietary, privileged, pre-decisional, confidential or 
otherwise legally exempt from disclosure. If you are not the named addressee, you are not authorized to read, print, retain, 
copy, or disseminate this message or any part of it. If you have received this message in error, please notify the sender 
immediately by e-mail and delete all copies of the message. 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Monday, September 17, 2018 11:36 AM 
To: Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Officer Bauman, 

I just received Officer Tomczak's out of office and so am hoping you can address a question that we have regarding Case 
No. FIFRA-04-2018-3257. 

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway, 
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are 
proposing to have the relabeling take place at Contrapac's facility that is around the block from the facility cited in the 
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036 
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling 
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on 

the label. 

Can you please confirm that relabeling at this facility (EPA Establishment Number 52770-GA-03) is acceptable and 

complies with the requirements of the SSURO? 

Thanks in advance for your assistance and I look forward to hearing from you. 
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Regards, 
Jennifer 

Jennifer C. Han1·;e1 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857: jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Harmer, Jennifer 
Sent: Monday, September 17, 2018 11:27 AM 
To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.-gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: FW: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

Happy Monday! I hope you had an enjoyable weekend. 

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway, 
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are 
proposing to have the relabeling take place at Contrapac's facility that is around the block from the facility cited in the 
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036 
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling 
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on 
the label. 

Can you please confirm that relabeling at this facility is acceptable and complies with the requirements of the SSURO? 

Thanks! 
Jennifer 

Jennifer C. Harmer 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 i jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 
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LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s} only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying. of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 30, 2018 9:09 AM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

E. rHS a:'r· 

Hi John, 

Other shipments of the product can be imported. The label should be in compliance of FIFRA. 

Regards, 

Ii\ 
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From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Thursday, August 30, 2018 9:02 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Thanks Kimberly. In answer to your question, I have just had it confirmed that no we do not. 

Best regards, John 

John P ra1ce: 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 1 Cell: 269.760.1241 I john.p.crane@zoetis.com 
Visit Us: zoetis.com 
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zgetis 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 30, 2018 8:04 AM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi John, 

The SSURO only applies to the two shipments in the SSURO. 

Do you have another shipment that arrived in the US that contains the same misbranded product? 

Regards, 

h,litJ! !\I{\ ii, '11!{ 
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From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Wednesday, August 29, 2018 1:30 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Dear Kimberly: 

Jennifer is on vacation this week so I contacting you. I have an update and a question. 

The update is that we have corrected the labeling and will be printing those shortly for the relabeling operation at 
Contrapac. Once completed we will be sending you the pictures plus the certification letter of compliance. 
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Yes, I am available today to discuss Case No. FIFRA-04-2018-3257. 

I am available anytime today until 5PM. Let me know what time works best for you. 

Regards, 

t :-.., ! .J J \ j f'I }] J J f • "j ! / / j .i ', i; / i ! ; Ji /) I \ '.',S i it '", j<i,\ 

't. ,! l( 'l{ 11. ,,, -.,. 1 : J. ',, 

! ' '. ! t , 1 ', \ '. j ! "ii. , . .., \ \ 

l 111,!I!: Tomczak.kimhcrly@cpa.gov 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Friday, August 17, 2018 11:17 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina 
<jmessina@exponent.com> 
Subject: Case No. FIFRA-04-2018-3257 

Dear Officer Tomczak, 

I would first like to introduce myself. My name is Jennifer Harmer and I am in the US Regulatory Affairs group at 
Zoetis. I am writing in regards to Case No. FIFRA-04-2018-3257 for lnovotabs (EPA Registration Number 71847-3-
1007). We are currently working to address the comments in the letter. Do you happen to have any availability on 
Monday, August 20th for a phone call? We would like to provide you with the current status of the request and the 
actions we intend to take comply with the SSURO. Attendees on the call from my side would include myself, John Crane 
(Head of US Regulatory Affairs, Zoetis), and Jim Messina (Consultant, Exponent). 

Thanks in advance and I look forward to speaking with you. 

Regards, 
Jennifer 

,iennifer C. Hannr,1 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 : jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 
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Tomczak, Kimberly 

From: 
Sent: 
To: 
Subject: 
Attachments: 

Officers CBP and EPA 

Sean Dunne <Sean.Dunne@oiaglobal.com> 
Tuesday, March 05, 2019 3:46 PM 
Tomczak, Kimberly; earleanJ.grayson@cbp.dhs.gov; danny.r.griffin@cbp.dhs.gov 
FW: 7512+4647+U16-10064192, U16-10084042 Export Under Customs Supervision 
CONTAINERS IN-GATE.pdf; 7512.pdf; 4647 Letter from the EPA.pdf 

Please be advised that the reused merchandise which arrived under entry numbers U 16-10064192, 
U l 6-1 0084042 have been in-gated for export at the Georgia Ports 

Authority, Garden City GA (L738) under 7512(63) number 497921480 04 March 2019. The 2 
containers are booked to a vessel scheduled to depart l O March 2019. 

Please advise if any further action by CBP or EPA is required for this export to take place? 

Status Notification Response for INB0000061 / 497921480 

A response message has been received from Customs. 
Shown below is a summary of relevant 111format1on received in tr1e message 

'--.. ----.....- ------ ..... 
- t Message for HLCUDUB180400955 t 

Disposition Code 1,J(ln-bond movement authorized Bill of lading open) 

Disposition Date 01-Mar-1914 26 

OREGON lf\JTERNATIONAL AIR 

rnEIGHT CO 

Sean Dunne, LCB 
OIA GLOBAL I www.oiaglobal.com ! Direct: +1 S03 415 3334 ! Office: +1 T32 802 2222 I 
I Mobile : +1 201 31? 3243 l SKYPL oia.seai1.dunne j 

07083 
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Tomczak, Kimberly 

From: 
Sent: 
To: 

Crane, John P <john.p.crane@zoetis.com> 
Thursday, May 09, 2019 8:22 AM 
Tomczak, Kimberly 

Cc: 
Subject: 

Bauman, Michael; Ho, Kanoelehua; Harmer, Jennifer 
RE: Case No. FIFRA-04-2018-3257 

Thank you Kim. 

Best regards, John 

John pc C,",':HH: 

Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 1 Cell: 269.760.1241 : john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zgetis 
FOR AN!MAlS. FOR HEAUH. 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Sent: Thursday, May 9, 2019 7:10 AM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 

<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NUTiCE , 

Good morning, 

you should received the termination letter later this week or first thing next week. 
' 

I apologize for the delay in getting you the letter. 

f{egards, 

1 



's.,, \ ~ , ; i i ' \ 

l ; 1 ,d 11 Tornczak.kimbcrly@cpa.gu\' 

From: Crane, John P <john.p.crane@zoetis.com> 
Sent: Thursday, May 09, 2019 7:05 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kim: 

We sent the attached letter to Kimberly Bingham on April 3, 2019 advising that Medentech had received the two 
shipments of lnovotabs at their facility in Ireland and requesting that EPA send us notification that the SSURO (attached) 
had been vacated. 

Medentech is now re-labeling these packs with an opaque oversticker and intends to reexport the product back to the 
US for distribution and sale as soon as possible. 

Under section 21, the SSURO states "Zoetis shall not commence any sale, use, removal or distribution of the cases of 
lnovotabs unless: (1) Zoetis is in compliance with FIFRA and has taken all actions required in Section II of this SSURO; and 
(2) the EPA has vacated this SSURO." It also mentions the submission of certification of compliance with FIFRA and 
photographs of relabeled packs. 

Please can you advise when we will be receiving the vacate letter. Or is it the case that you need submission of 
certification of compliance with FIFRA and photographs of relabeled packs from Medentech before EPA sends us the 
vacate letter? The SSURO might suggest that the latter only applies to the situation where these packs were going to be 
relabeled at Contrapac in the US (see Section 20 of the SSURO). Please can you kindly advise. 

Thank you in advance. 

Best regards, John 

John P Crnnf 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 : Cell: 269. 760.1241 i john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zget,s 
~OR ANIMALS. FOR HEAUK FOR VOil 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
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any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Crane, John P 
Sent: Friday, December 28, 2018 12:04 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 

Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<iennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kim: 

Yes, Medentech is taking responsibility for exporting the product back to their plant in Ireland. I have no problem with 
you keeping the revised letter addressed to us (Zoetis). It can come to me at the address below. 

Thanks, John 

John P. Grarw 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 r Cell: 269.760.1241 i john.p.crane@zoetis.com 
Visit Us: zoetis.com 

z.getis 
FOR ANIMALS. FOR HEALHt FOR vmt 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Friday, December 28, 2018 11:02 AM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 

<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 
Importance: High 

NOTICE. 

Hi John and Jennifer, 

I have been notified that the export letter needs to state that Medentech is responsible for exporting the products not 

Zoetis. Is Medentech responsible for the export of these products? 
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· When we send out the revised letter, should it still be addressed to you? 

Thank you, 

:/; i\ 

l ·-., I .:t, 1i()!:1i:· 1 11 ',t,i·. ,,ii! i!: , 1!, \ 

l 1i !{ 11 Jl , ; i) \, 1/: .! '< 1 

! ~\);11!. ~ron1czak.kin1bcrly((1)cpa.go\' 

From: Crane, John P <john.p.crane@zoetis.com> 
Sent: Tuesday, November 20, 2018 12:56 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<iennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Dear Kim: 

Jennifer is off on vacation this week hence the email from me. 

Medentech is now ready to ship these two shipments back to Ireland. The broker has asked the question whether an 
EPA official needs to be present when the container is loaded at Contrapac. The attached EPA letter states "The EPA 
Region 4 is hereby allowing Zoetis to export the products back to a Medentech facility in Ireland." There is no mention of 
this needing the oversight of an EPA official. Please can you confirm that no EPA official needs to be present when the 
container is loaded for export. 

Thank you. 

Best regards, John 

John P. Crn11c 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 ! Cell: 269.760.1241 . john.p.crane@zoetis.com 
Visit Us: zoetis.com 

z:getis 
FOR ANIMAlS. FOR HEAlHt HJR VOIJ 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 
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From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Tuesday, November 13, 2018 7:15 AM 

To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Crane, John P <john.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOi 

Hi Jennifer, 

You can send one letter that states both pieces of information. 

Please let me know if you have any additional questions. 

Regards, 

! }l I l 11 it·: l 1} t., ;, ,, ·.:_1 t,; *th. 

l .1; 1,11 1: Tomczak.kimbcrly<rilcpa.gm· 

From: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Sent: Monday, November 12, 2018 7:49 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Crane, John P <john.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kim, 

I received the letter last Thursday informing Zoetis that we can export the two shipments listed in the SSURO. Within 
the SSURO, there is a request for a letter confirming that the product has been exported to and received at Medentech 
in Ireland. Can you please confirm that a single letter confirming both export and receipt will suffice or if the request is 
for two separate letters, one confirming export and another confirming receipt? 

Thanks in advance for your assistance with this! 

Regards, 

Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Tuesday, November 06, 2018 7:04 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Crane, John P <john.p.crane@zoetis.com> 
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Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTiCE 

Hi Jennifer, 

We hope to get a letter out to you shortly in regards to the next step. 

If you do not receive anything by close of business on Thursday, November 8, please let me know. 

Regards, 

'"'·· c 1'1\' 

'-~ i' < j ! ·, j I ! / ! 11 l i i I ,i ' ; ~ i ; ! { . ! 1 ' ) ' )/1 

l .1 n;1 Ji: Tomczak.kimbcrly(a)cpa.gov 

From: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Sent: Monday, November 05, 2018 4:11 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Crane, John P <iohn.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

John Crane is out of the office this week and so I am following up on the below shipment. Can you please advise on next 
steps to export this consignment at Contrapac back to Medentech, Ireland? 

Thanks in advance! 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, October 31, 2018 4:03 PM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 

<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE ib 

Hi John, 

I am in discussions with my Supervisor about the steps that will need to be taken to get these shipments exported. 
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I will be in touch with you tomorrow or Friday. 

Regards, 

, '1/l 

\ "1 i.J;\ ;· (·.;1 11' !li,i'. '\ ·/1 ('i 

ti i ! ur·,..\ t!i "·,H 

i1! )( rl Ii. tn /, Ii\)_'-!. 

i , , ;,11 ! · 'l 'omczak.kimbcrly@cpa.gov 

From: Crane, John P [mailto:iohn.p.crane@zoetis.com] 
Sent: Tuesday, October 30, 2018 6:47 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Good morning Kimberly: 

Are you able to advise on next steps to export this consignment at Contrapac back to Medentech, Ireland? 

Thanks, John 

Jo tin P. Crane 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 i Cell: 269.760.1241 1 john.p.crane@zoetis.com 
Visit Us: zoetis.com 

z.getis 
FOR AN!MAlS. FOR HEAUH. FOR YOU 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Crane, John P 
Sent: Tuesday, October 23, 2018 3:33 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 

<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Kimberly: 
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Thank you for your message. We look forward to hearing back from you. 

Best regards, John 

.John P. Ctane 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 I Cell: 269.760.1241 ; john.p.crane@zoetis.com 
Visit Us: zoetis.com 

:zgetis· 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Tuesday, October 23, 2018 3:16 PM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Good afternoon, 

I have reached out to my Supervisor in regards to this request and will get back in touch with you as soon as I can. 

The shipment should remain where it is currently located until you hear back from the EPA Region 4 office. 

Thank you, 

I\ 11 l) \ )t' j l\ i ' 1 ! l'. /. ! ;._,, f ,l j' 

!_ \ 1, ,\ J \ '1 \ (Ii\; i !!. ) , ] i I-'\ I }j f 'I ! ]l I·. l \:_;~'I J l \: , ·),_ }j l 
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t 1, '.t d: Tomczak..k.imbcrlyQ1\:pa.go\' 

From: Crane, John P [mailto:iohn.p.crane@zoetis.com] 
Sent: Monday, October 22, 201811:30 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
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Cc: Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua <ho.kanoelehua@epa.gov>; Harmer, Jennifer 
<jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Kimberly: 

My colleague Jennifer Harmer is travelling this week hence this email from me. 

The relabeling operation was commenced last week at Contrapac but it was found that the wording from the original 
label was not completely obscured by the new label, so the operation was immediately halted. 

Medentec has now decided to export the two shipments back to their facility in Ireland and relabel or repackage there. 
Please can you advise as to what is needed from EPA to allow this export (SSURO, II. ORDER, 20. (a)). I am not sure if we 

need another letter releasing these two shipments from the SSURO. 

Thank you in advance. 

Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 ! Cell: 269.760.1241 , john.p.crane@zoetis.com 
Visit Us: zoetis.com 

zgetis: 
FOR ANIMA!.S. FOR HEAUH. FOR VOil 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Harmer, Jennifer 
Sent: Thursday, October 18, 2018 11:35 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 

<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kim, 

Attached are the labels that will be used for relabeling ·the two shipments. 

Please do not hesitate to contact me with additional questions or concerns. 

Thanks! 
Jennifer 

Jennihn , H3 
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Associate Director, US Regulatory Affairs 
Veterinary Medici.nes Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 ' iennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, October 18, 2018 9:40 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Good morning, 

Thank you for the update. Can you send me a copy of the label that you plan to use for relabeling the products? 

Thank you, 

J .!,Lili ·romczak.kimbcrly((1lcpa.goY 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Thursday, October 18, 2018 9:15 AM · 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 

<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Kimberly, 

In response to your questions below, please note that the re-labeling of the two shipments outlined in the SSURO is in 
progress. We anticipate that the relabeling will be completed next week. We will be in touch once the relabeling is 

complete. 
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Please do not hesitate to contact me with any additional questions. 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, October 17, 2018 5:43 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <iohn.p.crane@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho. ka noel eh ua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Good afternoon, 

What is the status of these two shipments that are outlined in the SSURO? Have they been relabeled? 

Regards, 

~\.. i l I l i )( · i /\ i , i ! \ ;r /, l ( ' ' l ,i!1 

~ ,.., 1, 1 i \ / : ( \ \ i ! ! ( ·,,.,. Ii• \ ' .. !f);; 
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[ , , 1.11 l 'l'omczak.kimhcrly@>cpa.gm· 

From: Harmer, Jennifer {mailto:jennifer.harmer@zoetis.com] 
Sent: Thursday, September 27, 2018 5:11 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

I am writing to follow-up on the amendment to the SSURO. Do you happen to have any information on when we can 

expect to receive the amendment? 

Thanks in advance! 

Jennifer 

From: Harmer, Jennifer 
Sent: Wednesday, September 19, 2018 5:33 PM 
To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov>; Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 
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Hi Kimberly, 

There is an error in the number below. The correct establishment number is 52270-GA-03 and the address is 5400 
Bucknell Drive, Atlanta, GA 30336. 

Apologies for the confusion and thanks again for your assistance. 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Wednesday, September 19, 2018 4:37 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

,\JOTiC 

Hi Jennifer, 

Below you state that you would like to relabel the product at EPA Est. No. 52770-GA-03. Is that the correct number? 

Thank you, 

f 1> i· i !\ :f ( if j j J j! i jj,; ! ~ ·, {,fl i \ ]•. ll \' I .i j, '\ ,,, I, '1 ! 

i ', ·,[ li J( ll''-, '"·1( '1 i 1, ,: 
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l :, 1.,1\: 'l'omczak.kimhcrly@cpa.gm· 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Monday, September 17, 2018 1:44 PM 
To: Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Officer Bauman, 

Thank you for the information. I will discuss with Officer Tomczak when she returns to the office tomorrow. 

Thanks! 
Jennifer 

From: Bauman, Michael [mailto:bauman.michael@epa.gov] 
Sent: Monday, September 17, 2018 11:54 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
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Cc: Crane, John P <iohn.p.crane@zoetis.com>; Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

N<) ,-rc:E.. :·his. 

Good morning Ms. Harmer, 

At this time, the product's location and any manipulation of the product must remain in compliance with the SSURO that 
has been issued. Prior to the product being moved, the Stop, Sale, Use or Removal Order (SSURO) would require an 
amendment that must be signed and issued in a similar fashion with which the original SSURO was issued and under the 
same docket number. 

If you still wish request that the SSURO be amended to accommodate the change described below, please discuss the 
matter further with Ms. Tomczak when she returns to the office tomorrow .. 

Regards, 
Michael 

Michael L. Bauman, MS I Life Scientist, Pesticides Section I Chemical Safety and Enforcement Branch 
Air, Pesticides and Toxics Management Division I U.S. Environmental Protection Agency Region 4 
61 Forsyth Street, SW Atlanta, GA 30303 I Tel: 404-562-8962 I Email: !lauman.micl1ael@slll!_,gg__Y. 

CONFIDENTIALITY NOTICE: This message is intended exclusively for the individual(s) or entity(s) to whom or to which it is 
addressed. This communication may contain information that is proprietary, privileged, pre-decisional, confidential or 
otherwise legally exempt from disclosure. If you are not the named addressee, you are not authorized to read, print, retain, 
copy, or disseminate this message or any part of it. If you have received this message in error, please notify the sender 
immediately by e-mail and delete all copies of the message. 

From: Harmer, Jennifer [mailto:jennifer.harrner@zoetis.com] 
Sent: Monday, September 17, 201811:36 AM 
To: Bauman, Michael <bauman.michael@epa.gov> 
Cc: Crane, John P <iohn.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hello Officer Bauman, 

I just received Officer Tomczak's out of office and so am hoping you can address a question that we have regarding Case 
No. FIFRA-04-2018-3257. 

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway, 
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are 
proposing to have the relabeling take place at Contrapac's facility that is around the block from the facility cited in the 
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036 
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling 
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on 

the label. 

Can you please confirm that relabeling at this facility (EPA Establishment Number 52770-GA-03) is acceptable and 

complies with the requirements of the SSURO? 

Thanks in advance for your assistance and I look forward to hearing from you. 
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Regards, 
Jennifer 

.jennifor G Ha 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 t jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken} in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Harmer, Jennifer 
Sent: Monday, September 17, 2018 11:27 AM 
To: 'Tomczak, Kimberly' <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: FW: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

Happy Monday! I hope you had an enjoyable weekend. 

Page 6 of the attached SSURO states that relabeling must occur at Contrapac, Inc. located at 675 Southwest Parkway, 
Atlanta, GA 30036 (EPA Establishment Number 52270-GA-001). Due to capacity issues, Contrapac and Zoetis are 
proposing to have the relabeling take place at Contrapac's facility that is around the block from the facility cited in the 
SSURO. Specifically, the relabeling will take place at Contrapac, Inc. located at 5400 Bucknell Drive, Atlanta, GA 30036 
(EPA Establishment Number 52770-GA-03). This facility is registered with the EPA and performs relabeling 
operations. Zoetis will include the address and establishment number of the Contrapac location on Bucknell Drive on 
the label. 

Can you please confirm that relabeling at this facility is acceptable and complies with the requirements of the SSURO? 

Thanks! 
Jennifer 

./mmifcr C. Harmer 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

14 



LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 30, 2018 9:09 AM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi John, 

Other shipments of the product can be imported. The label should be in compliance of FIFRA. 

Regards, 

'·: 1· /;\ ll"(!lJ)!li,-\ ,ii l.')(.){'1. 

'\;;, 1; //,:. 
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\ 11,.11:: 'l'omczak.kimbcrlyv1>cpa.gm· 

From: Crane, John P [mailto:iohn.p.crane@zoetis.com] 
Sent: Thursday, August 30, 2018 9:02 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 

<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Thanks Kimberly. In answer to your question, I have just had it confirmed that no we do not. 

Best regards, John 

~lohn P Cr;n,1:, 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 1 Cell: 269.760.1241 ; john.p.crane@zoetis.com 
Visit Us: zoetis.com 
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FOR ANIMALS. HIR HEALTH fOA YOU 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov J 
Sent: Thursday, August 30, 2018 8:04 AM 
To: Crane, John P <john.p.crane@zoetis.com> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com>; Bauman, Michael <bauman.michael@epa.gov>; Ho, Kanoelehua 
<ho.kanoelehua@epa.gov> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi John, 

The SSURO only applies to the two shipments in the SSURO. 

Do you have another shipment that arrived in the US that contains the same misbranded product? 

Regards, 

},\!itl/11.·ih ;1Htt /;Jk l.if' l,iil 
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.. 
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111 • 1 r,: 'l 'omczak.kimbcrly@cpa.gov 

From: Crane, John P [mailto:john.p.crane@zoetis.com] 
Sent: Wednesday, August 29, 2018 1:30 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Dear Kimberly: 

Jennifer is on vacation this week so I contacting you. I have an update and a question. 

The update is that we have corrected the labeling and will be printing those shortly for the relabeling operation at 
Contrapac. Once completed we will be sending you the pictures plus the certification letter of compliance. 

16 



Regarding the SSURO (attached), please can you confirm that this only applies to the two on-hold consignments 
specified in the SSURO. I ask because we have new stock on order that will be labeled with fully compliant labeling and 
which might be ready for shipment from Medentech, Ireland to the US even before we receive the vacate letter from 
EPA for the two on-hold consignments. We are looking for confirmation that we are ok to do that. 

Many thanks. 

Best regards, John 

John P Crane 
Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.9098 i Cell: 269.760.1241 ; john.p.crane@zoetis.com 
Visit Us: zoetis.com 

z:get,s 
WR ANIMALS. FOR HEALTH FOR VOtl 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken {or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 
sender immediately: 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Thursday, August 23, 2018 4:24 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 

Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Jennifer, 

A photo of each stack will suffice. 

I hope that helps. If you would like to discuss further, please let me know. 

Regards, 

{ .'\ { · ; I\ .i: ,\ 1 ! 1 i 1, '. : i , ' ; 2 \ ) '. ~ \ i i 1 ~, ·-~, . ; Ir . \ j ~ i. ·.:, ! 1 ·.' : 
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Wednesday, August 22, 2018 1:09 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

Thanks for your message. To make sure I understand the requirements, can you please clarify if a photo of each stack, 
with a few individual units for detail would be sufficient or is the requirement to send a photo of each individual unit? 

Thanks in advance for your assistance! 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov1 
Sent: Wednesday, August 22, 2018 9:54 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Jennifer, 

A variety of different pictures will be needed. Please provide legible pictures of the label on the product (labels from 
each entry) and a picture of the container/tub itself. In addition, provide pictures of all the tubs, if they are stacked 
together. 

I hope that helps. If you would like to discuss further, please let me know. 

Regards, 

l ''"'l/i'it!~'"' >H'r !ltii' 
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com1 
Sent: Tuesday, August 21, 2018 2:27 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
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Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

Hi Kimberly, 

I hope your Tuesday is going well! 

Following our call yesterday, we have an additional question regarding the SSURO. Specifically, point 20(b)(ii) requires 
Zoetis to submit pictures to the EPA of the re-labeled cases. Can you help us to understand the expectations for the 
pictures? Is a picture of one tub and one outer carton sufficient or should we submit pictures of a certain percentage of 
the cases? If more than one picture is required, can you please specify the number or percentage of cases for which we 
should submit pictures? 

Thanks in advance for your assistance. We really appreciate your support. 

Regards, 
Jennifer 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Monday, August 20, 2018 3:12 PM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FJFRA-04-2018-3257 

NOTICF: 

Hi Jennifer, 

It was nice talking with you earlier. 

Glad I could be of assistance. I will wait to hear back from you when the product has been relabeled. 

Regards, 

J ~ l :!I :i\~ll1:il 111·1! ':·1;[; f'\\'.:; \~;1' J·: ~ \{( 
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From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Monday, August 20, 2018 2:44 PM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

t-tello Officer Tomczak, 
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Thanks again for meeting with us to discuss Case No. FIFRA-04-2018-3257. As discussed, we are in receipt of the SSURO 
and are working to resolve the labeling discrepancies that you identified. Additionally, we have done a line by line 
review of the artwork and have made some additional minor revisions in order to comply with the master label. The 
additional revisions include typos, formatting changes, and an update to the Environmental Hazards section to comply 
with the language on the master label for end-use products packaged in containers with sizes of less than 50 
pounds. The marked up artwork was sent to Medentech on Friday, August 17th with a request to expedite these label 
revisions. Once the artwork has been revised it will be sent to Contrapac, Inc. so that they may overlabel the two 
shipments of product that are subject to the SSURO. Product that is relabeled by Contrapac will include Contrapac's 
establishment number ( EPA Est. 52270-GA-001) in line with Chapter 14 of the Label Review Manual and 40 CFR 
156.lO(f) which requires labels to bear the establishment number of the final establishment at which the product was 
produced. Within 48 hours after completion of relabeling, we plan to submit to the EPA pictures of the re-labeled cases 
along with a certification that the re-labeling has been completed. 

We understand that following receipt of the photos and certification, EPA will verify compliance with the SSURO and 
then issue a vacate letter at which time we may distribute the product. 

Thanks again for meeting with us this afternoon. We found the discussion to be really helpful. Please reach out to me 
with any questions or concerns. 

Regards, 

Jennifer 

.Jennifer C. Harmar 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 i jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken ( or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 

From: Tomczak, Kimberly [mailto:Tomczak.Kimberly@epa.gov] 
Sent: Monday, August 20, 2018 10:16 AM 
To: Harmer, Jennifer <jennifer.harmer@zoetis.com> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina 

<imessina@exponent.com> 
Subject: RE: Case No. FIFRA-04-2018-3257 

NOTICE This 

Hi Jennifer, 
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Yes, I am available today to discuss Case No. FIFRA-04-2018-3257. 

I am available anytime today until 5PM. Let me know what time works best for you. 

Regards, 

j H ,; ;t,. 1!,. 

l .1, ,c11•. 'l'omczak.kimhcrly@cpa.gov 

From: Harmer, Jennifer [mailto:jennifer.harmer@zoetis.com] 
Sent: Friday, August 17, 2018 11:17 AM 
To: Tomczak, Kimberly <Tomczak.Kimberly@epa.gov> 
Cc: Crane, John P <john.p.crane@zoetis.com>; Sebley, Christopher H <christopher.sebley@zoetis.com>; James Messina 
<jmessina@exponent.com> 
Subject: Case No. FIFRA-04-2018-3257 

Dear Officer Tomczak, 

I would first like to introduce myself. My name is Jennifer Harmer and I am in the US Regulatory Affairs group at 
Zoetis. I am writing in regards to Case No. FIFRA-04-2018-3257 for lnovotabs (EPA Registration Number 71847-3-
1007). We are currently working to address the comments in the letter. Do you happen to have any availability on 
Monday, August 20th for a phone call? We would like to provide you with the current status of the request and the 
actions we intend to take comply with the SSURO. Attendees on the call from my side would include myself, John Crane 
(Head of US Regulatory Affairs, Zoetis), and Jim Messina (Consultant, Exponent). 

Thanks in advance and I look forward to speaking with you. 

Regards, 
Jennifer 

Jennifer C. Hamwi 
Associate Director, US Regulatory Affairs 
Veterinary Medicines Research and Development 
333 Portage Street, Kalamazoo, Michigan 49007 
Office: 269.359.4857 [ jennifer.harmer@zoetis.com 
Visit Us: zoetis.com 

LEGAL NOTICE 

Unless expressly stated otherwise, this message is confidential and may be privileged. It is intended for the addressee(s) only. Access 
to this e-mail by anyone else is unauthorised. If you are not an addressee, any disclosure or copying of the contents of this e-mail or 
any action taken (or not taken) in reliance on it is unauthorised and may be unlawful. If you are not an addressee, please inform the 

sender immediately. 
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